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DEPARTMENT  OF  HEALTH, 
EDUCATION,  AND  WELFARE 

Office  of  the  Secretary 

20  CFR  Ch.  Ill, 

21  CFR  Ch.  I, 

42  CFR  Chs.  I-IV, 

45  CFR  Subtitles  A  and  B 

Improving  Government  Regulations; 
Semiannual  Agenda  of  Regulations 

AGENCY:  Department  of  Health, 
Education,  and  Welfare. 
action:  Publication  of  the  semiannual 
agenda  of  regulations  (Improving 
Government  Regulations). 

summary:  The  President’s  Executive 
Order  on  Improving  Government 
Regulations,  Executive  Order  12044. 
requires  each  Federal  agency  to  publish 
at  least  twice  a  year  a  list  of  significant 
regulations  under  development.  HEW 
published  its  first  semiannual  agenda  in 
the  May  30.  1978,  Federal  Register  (43  FR 
23119),  a  second  agenda  on  January  29, 
1978  144  FR  4176),  and  a  third  on  August 
16,  1979  (44  FR  48040).  This  semiannual 
agenda  contains:  (1)  All  non-FDA 
regulations  being  developed  within  the 
Department;  and  (2)  FDA  regulations 
classified  as  “policy  significant". 

FOR  FURTHER  INFORMATION  CONTACT: 

For  further  inquiries  or  comments 
related  to  specific  regulations  listed  in 
the  agenda,  the  public  is  encouraged  to 
contact  the  appropriate  responsible 
individual.  Questions  or  comments  on 
the  overall  agenda  should  be  sent  to: 
Glenn  Kamber.  Director,  Regulations 
Management  Unit,  Office  of  the  Secretary, 
Department  of  Health,  Education.  and 
Welfare.  200  Independence  Avenue  SW., 
Washington,  D  C.  20201,  (202)  245-3160. 
Dated.  December  4,  1979. 

Patricia  Roberts  Harris, 

Secretary. 

REGULATIONS  AFFECTING  SERVICES 
AND  OPPORTUNITIES  TO  INDIVIDUALS 

AGE 

Infants  and  Pre-School  Children 
PIIS-6  Protection  of  Human  Subjects: 
Regulations  on  Research  Involving  Children 
ASE-13  Bilingual  Education  Programs 
ASE-38  Centers  on  Educational  Media  and 
Materials  for  the  Handicapped  Program 
ASE-37  Commissioner’s  Discretionary 
Projects  Program 

ASE-22  Community  Education  Program 
ASEt8  Follow  Through 
ASE-35  Gifted  and  Talented  Children's 
Education  Program 

ASE-10  Preschool  Partnership  Program 
ASE-42  Indian  Education  Program 
ASE-2  Title  IV,  ESEA — Educational 

Improvement,  Resources,  and  Support 
HDS—4  Developmental  Disabilities  Program: 
Genera!  Rules 


HDS-7  Title  IV-B  Child  Welfare  Services: 
General  Rules 

HDS-8  Child  Abuse  and  Neglect  Prevention 
and  Treatment  Program:  General  Rules 
SSA-9  Inclusion  of  Child  Receiving  OASDI 
Benefits  into  an  AFDC  Assistance  Unit 
(AFDC)  / 

SSA-11  Continued  Absence  of  Parent  from 
the  Home  (AFDC) 

SSA-12  Protective  Vendor  and  Two  Party 
Payments  for  Dependent  Children 
(AFDC) 

OS-1  Age  Discrimination  Regulations 
OS-2  Day  Care  Requirements 

School-Age  Children 

PHS-6  Protection  of  Human  Subjects: 
Regulation  on  Research  Involving  Children 
ASE-41  Arts  in  Education  Program 
ASE-34  Basic  Skills  and  Education 
Proficiency  Program 
ASE-13  Bilingual  Education  Programs 
ASE-38  Centers  on  Educational  Media  and 
Materials  for  the  Handicapped  Program 
ASE-37  Commissioner’s  Discretionary 
Projects  Program 

ASE-22  Community  Education  Program 
ASE-47  Consolidated  Grant  Applications 
for  Insular  Areas  ' 

ASE-21  Consumer’s  Education  Program 
ASE-17  Correction  Education  Program 
ASE-14  Environmental  Education  Program 
ASE-8  Follow  Through 
ASE-35  Gifted  and  Talented  Children’s 
Education  Program 
ASE-7  Health  Education  Program 
ASE-42  Indian  Education  Program 
ASE-15  Indochina  Refugee  Children 
Assistance  Program 
ASE-36  Law  Related  Education 
ASE-20  Metric  Education  Program 
ASE-30  National  Diffusion  Network 
ASE-9  Population  Education  Program 
ASE-10  Preschool  Partnership  Program 
ASE-43  School  Assistance  Federal  Affected 
Areas  (SAFA) 

ASE-5  Safe  Schools  Program 
ASE-11  Title  I,  ESEA — Awarding  of  Special 
Grants  to  LEAs 

ASE-16  Title  I,  ESEA — Financial  Assistance 
to  LEAs  and  SEAs  to  meet  Special 
Educational  Needs 

ASE-3  Title  I,  ESEA — Migrant  Education 
Program 

ASE-2  Title  IV.  ESEA — Educational 

Improvement.  Resources,  and  Support 
ASE-40  Women's  Educational  Equity  Act 
Program 

HDS-4  Developmental  Disabilities  Program: 
General  Rules 

1 IDS-7  Title  IV-B  Child  Welfare  Services: 
General  Rules 

HDS-8  Child  Abuse  and  Neglect  Prevention 
and  Treatment  Program:  General  Rules 
SSA-9  Inclusion  of  Child  Receiving  OASDI 
Benefits  into  an  AFDC  Assistance  Unit 
(AFDC) 

SSA-11  Continued  Absence  of  Parent  from 
the  Home  (AFDC) 

SSA-12  Protective  Vendor  and  Two  Party 
Payments  for  Dependent  Children 
(AFDC) 

OS-1  Age  Discrimination  Regulations 
Adolescents  and  Young  Adults 

ASE-41  Arts  in  Education  Program 


ASE-4  Biomedical  Sciences  Program 
ASE-13  Bilingual  Education  Programs 
ASE-38  Centers  on  Educational  Media  & 
Materials  for  Handicapped  Program 
ASE-37  Commissioner’s  Discretionary 
Projects  Program 

ASE-22  Community  Education  Program 
ASE-33  Cooperative  Education 
ASE-47  Consolidated  Grant  Application  for 
Insular  Areas 

ASE-21  Consumer’s  Education  Program 
ASE-17  Correction  Education 
Demonstration  Program 
ASE-32  Domestic  Mining  and  Mineral 
Fellowships 

ASE-14  Environmental  Education  Program 
ASE-26  Ethnic  Heritage  Studies  Program 
ASE-35  Gifted  and  Talented  Children’s 
Education  Program 

ASE-7  Health  Education  Assistant  Loan 
Program 

ASE-42  Indian  Education  Program 
ASE-36  Law  Related  Education 
ASE-20  Metric  Education  Program 
ASE-28  Modern  Foreign  Language  and  Area 
Studies 

ASE-30  National  Diffusion  Network 
ASE-9  Population  Education  Program 
ASE-32  Public  Service  Fellowships 
ASE-43  School  Assistance  Federal  Affected 
Areas  (SAFA) 

ASE— 46  Territorial  Teacher  Training 
Program 

ASE-3  Title  I.  ESEA — Migrant  Education 
Program 

ASE-2  Title  IV.  ESEA — Educational 

Improvement.  Resources,  and  Support 
ASE-24  Vocational  Educational 
ASE-23  Youth  Employment  Program 
HDS-4  Developmental  Disabilities  Program: 
General  Rules 

SSA-9  Inclusion  of  Child  Receiving  OASDI 
Benefits  into  an  AFDC  Assistance  Unit 
(AFDC) 

SSA-11  Continued  Absence  of  Parent  from 
the  Home  (AFDC) 

SSA-12  Protective  Vendor  and  Two  Party 
Payments  for  Dependent  Children 
OS-1  Age  Discrimination  Regulations 

Adults 

ASE-19  Adult  Education  Program 
ASE-13  Bilingual  Education  Programs 
ASE-45  Campus  Based  Funding  Programs 
ASE-38  Centers  on  Educational  Media  & 
Materials  for  Handicapped  Program 
ASE-37  Commissioner’s  Discretionary 
Projects  Program 

ASE-22  Community  Education  Program 
ASE-47  Consolidated  Grant  Applications 
for  Insular  Areas  Application 
ASE-21  Consumer’s  Education  Program 
ASE-17  Correction  Education 
Demonstration  Program 
ASE-32  Domestic  Mining  and  Mineral 
Fellowships 

ASE-35  Gifted  and  Talented  Children's 
Education  Program 

ASE-7  Health  Education  Assistant  Loan 
Program 

ASE-28  Modern  Foreign  Language  and  Area 
Studies 

ASE-30  National  Diffusion  Network 
ASE-32  Public  Service  Fellowships 
ASE-46  Territorial  Teacher  Training 
Program 
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ASE-24  Vocational  Education 
HDS-1  Grants  for  State  and  Community 
Program  on  Aging:  General  Rules 
HDS-2  Grants  to  Indian  Tribal 

Organizations  for  Social  and  Nutrition 
Services  General  Rules 
HDS-3  Vocational  Rehabilitation  and 
Indepenripn*  Living  Programs:  General 
Rules 

HDS-4  Dev  e  ’mental  Disabilities  Program: 
Genera  ft  re*. 

HDS-5  S-  .  vice  Programs: 

Consoi -rants  to  Insular  Areas 
HDS-6  N«  '  nerican  Program:  General 
Rules 

HDS-9  W  o  -  entive  Program:  Relocation 
to  Ch*.  •  >  »o  45  CFR 

HDS-10  Su  -rvice  Programs  under 

Titles  If.  •  KIV.  XVI(AABD)  and  XX 
of  the  Si i-  »'■  <\ct:  Relocation  to  Chapter 
XIII  of  45  ( FR 

HDS-11  Worn  incentive  Program:  New 
Procedures  10  Determine  WIN  Sanction 
Period 

TYPE  OF  SERVICE 
Health 

PHS — 1  Conduct  of  Persons  and  Traffic  on 
Certain  Federal  Enclaves:  Revision  of 
General  Rules 

PHS — 2  National  Library  of  Medicine 

Programs:  Revision  of  General  Rules  for 
the  National  Library  of  Medicine, 
National  Library  of  Medicine  Grants, 
National  Institutes  of  Health  and 
National  Library  of  Medicine 
Traineeships,  and  National  Institutes  of 
Health  and  National  Library  of  Medicine 
Training  Grants 

PHS — 3  Inventions  Resulting  from  Research 
Grants,  Fellowship  Awards,  and 
Contracts  for  Research — Clarification  of 
Reporting  Requirements 
PHS — 4  National  Research  Service  Awards 
Program:  General  Rules 
PHS — 5  Protection  of  Human  Research 
Subjects — Institutional  Review  Boards 
PHS — 6  Protection  of  Human  Subjects: 
Regulations  on  Resarch  Involving 
Children 

PHS — 7  Protection  of  Human  Subjects: 

Regulations  on  Research  Involving  Those 
Institutionalized  as  Mentally  Disabled 
PHS — 8  Protection  of  Human  Subjects: 
Regulations  on  Compensation  of  Human 
Subjects  Injured  in  Biomedical  and 
Behavioral  Research 

PHS — 15  Foreign  Quarantine  Regulations: 

Requirements  and  Inspections 
PHS — 16  Importation  of  Dogs  and  Cats  Into 
the  United  States:  Changes  in 
requirements 

PHS — 17  Medical  Examination  of  Aliens 
PHS — 19  Subpart  A — Requirements  for  a 
Health  Maintenance  Organization 
PHS — 24  Subpart  F — Qualification  of  Health 
Maintenance  Organizations 
PHS — 25  Subpart  H — Employees'  Health 
Benefits  Plans 

PHS — 26  Subpart  I — Continued  Regulation 
of  HMOs  and  Other  Entities 
PHS — 31  Persons  to  Whom  Services  Will  be 
Provided 

PHS — 33  Medical  Care  for  Uniformed 
Service  Personnel  of  the  Coast  Guard. 
Public  Health  Service  and  National 


Oceanic  and  Atmospheric 
Administration 

PHS — 34  Medical  Care  for  Seafarers  and 
Others  at  Public  Health  Service  Facilities 
PHS — 35  Public  Health  Service  Hospital 
and  Clinic  Management 
PHS — 36  Assignment  of  NHSC  Personnel 
PHS — 37  Project  Grants  for  Family  Planning 
Services 

PHS — 38  Amendments  to  MCH  CC  Services 
Program 

PHS — 39  Grants  to  Plan,  Develop  and 

Operate  Hospital-Affiliated  Primary  Care 
Centers 

PHS— -40  Project  Grants  for  Community 
Health  and  Migrant  Health 
PHS — 41  Demonstration  Health  and 
Nutrition  Projects 

PHS — 42  Proiect  Grants  to  States  for 
Hypertension  Services 
PHS — 43  Progiam  Grants  for  Black  Lung 
Clinics 

PHS — 45  Grants  for  Community  Mental 
Health  Centers;  Requiremetns  for  Grants, 
Application  for  Grants,  and  State  Plans 
PHS — 46  Grants  for  Drug  Abuse  Prevention, 
Treatment,  and  Rehabilitation; 
Requirements  for  State  participation  in 
Formula  Grants 

PHS — 47  Special  Grants  for  Implementatin 
of  the  Uniform  Alcoholism  and 
Intoxication  Treatment  Act; 

Requirements  for  Grants  and  Application 
for  Grants 

PHS — 48  Confidentiality  of  Alcohol  and 
Drug  Abuse  Patient  Records;  Minimum 
Requirements  for  Protecting 
PI  IS— 49  Designation  of  Health  Manpower 
Shortage  Areas 

PHS — 57  Area  Health  Education  Centers 
PHS — 69  Grants  for  Nurse  Practitioner 
Traineeships  Programs 
PHS — 72  National  Guidelines  for  Health 
Planning 

PHS — 73  Health  Systems  Agency  Review  of 
Certain  Proposed  Uses  of  Federal  Health 
Funds 

PHS-74  Health  Systems  Agency  Reviews  of 
Certain  Proposed  Uses  of  Federal  Funds; 
Proposed  Uses  for  Research  and  Training 
PHS-75  Health  Systems  Agency  and  State 
Agency  Reviews  of  the  Appropriateness 
of  Existing  Institutional  Health  Services 
PHS-78  Certificate  of  Need  and  Review  of 
New  Institutional  Health  Services 
PHS-79  Inclusion  of  Computed 

Tomographic  Scanning  Services  Under 
Certificate  of  Need 
PHS-80  Inclusion  of  Computed 

Tomographic  Scanning  Services  Under 
Capital  Expenditure  Review 
PHS-81  Limitation  on  Federal  Participation 
for  Capital  Expenditures 
PHS-82  Discontinuance  of  Unneeded 
Hospital  Services 

OCR-2  Provisions  of  Services  to  Limited 
English  Speaking  Persons 
OS-1  Age  Discrimination  Regulations 

Health  Financing 

PHS-20  Subpart  B — Federal  Financial 
Assistance:  General 

PHS-21  Subpart  C — Grants  for  Feasibility 
Surveys 

PHS-22  Subpart  D — Grants  and  Loan 
Guarantees  for  Planning  and  Initial 
Development  Costs 


PHS-23  Subpart  E — Loans  and  Loan 

Guarantees  for  Initial  Operating  Costs 
PHS-28  New  Subpart  I — Loans  and  Loan 
Guarantees  for  Acquisition  and 
Construction  of  Ambulatory  Health  Care 
Facilities 

HCFA-1  Professional  Standards  Review 
Organizations  (PSROs)  Sanctions  on 
Providers  and  Practitioners 
HCFA-2  Waiver  of  Liability 
HCFA-3  Professional  Standards  Review 
Organizations  (PSROs)  Reconsideration 
and  Appeals 

HCFA-4  Hospital  Utilization  Review 
HCFA-5  Validation  of  Accreditation 
Surveys  of  Hospitals 
HCFA-6  Conditions  of  Participation  for 
Hospitals 

HCFA-7  Funding  of  PSRO  Hospital  Review 
HCFA-8  Confidentiality  and  Disclosure  of 
Information  of  Professional  Standards 
Review  Organizations  (PSROs) 

HCFA-9  Certification  of  Separate  Cost 
Entities 

HCFA-10  End-Stage  Renal  Disease — 
Electrical  Requirements  Revoked 
HCFA-11  Safeguards  for  Patient  Funds 
HCFA-12  Extension  of  Professional 
Standards  Review  Organizations 
(PSROs)  Review  of  Intermediate  Care 
Facilities 

HCFA-13  Conditions  of  Participation  for 
Skilled  Nursing  Facilities  and 
Intermediate  Care  Facilities 
HCFA-14  Effective  Date:  Provider 
Agreement 

HCFA-15  Sprinkler  Systems  for  Long  Term 
Care  Facilities 

HCFA-16  Termination  of  Federal  Financial 
Participation  in  Long  Term  Care 
Facilities 

HCFA-17  Radiological  Services 
HCFA-18  Reimbursement  of  Prepaid  Health 
Plans 

HCFA-19  Written  Notice  for  Non¬ 
reimbursable  Services 
HCFA-20  Inpatient  Services — Foreign 
Hospitals 

HCFA-21  Provider  Reimbursement 
Determinations 

HCFA-22  Fiscal  Intermediary  Performance 
HCFA-23  Durable  Medical  Equipment 
HCFA-24  Prohibition  Against  Reassignment 
HCFA-25  Part  A  Entitlement  and  Co¬ 
payments 

HCFA-26  Reimbursement:  Internship  and 
Residency  Programs 

HCFA-27  Teaching  Hospitals'  Physicians 
Costs 

HCFA-28  Special  Care  Units 
HCFA-29  Reimbursement  to  Related 
Organizations 

HCFA-30  End-Stage  Renal  Disease 
Networks 

HCFA-31  Incentive  Reimbursement  for 
End-Stage  Renal  Disease  Services 
HCFA-32  Deeming  of  Income  Between 
Spouses 

HCFA-33  Educational  Program 
Reimbursement 

HCFA-34  Proposed  List  of  Additional  Items 
and  Services  Subject  to  the  Lowest 
Charge  Level 

HCFA-35  Prospective  Reimbursement  of 
Rural  Health  Clinic  Services 
HCFA-36  Family  Planning 
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HCFA-37  Reasonable  Cost-Related 

Reimbursement  for  Skilled  Nursing  and 
Intermediate  Care  Facility  Services 
HCFA-38  State  Medicaid  Contracts 
HCFA-39  Hearing  Aid  and  Eyeglass 
Reimbursement 

HCFA-40  Assignments  of  Benefits 
Collection  of  Medical  Support 
HCFA-41  Medicaid  Quality  Control  System 
Expansion  of  Information  Requirements 
HCFA-42  Medicaid  Management 

Information  Systems/ Additional  Data 
Requirements 

HCFA-43  Medicaid  Quality  Control  Fiscal 
Disallowance — Michel  Amendment 
HCFA-44  Psychosurgery 
HCFA-45  Verification  of  Services 
HCFA-46  Recovery  and  Sanctions: 
Medicaid 

HCFA-47  Fraud  and  Abuse  in  Medicaid 
HCFA-48  Medicaid  Recodification:  General 
Requirements 

HCFA-49  System  for  Hospital  Uniform 
Reporting 

HCFA-50  Skilled  Nursing  Facility/ 

Intermediate  Care  Facility  Uniform  Cost 
Reporting 

HCFA-51  Hospital  Discharge  and  Data 
Reports 

HCFA-52  Skilled  Nursing  Facility/ 

Intermediate  Care  Facility  Discharge  and 
Bill  Data 

HCFA-53  Home  Health  Agency  Cost  and 
Utilization 

HCFA-54  Home  Health  Agency  Discharge 
and  Bill  Data 

HCFA-55  Use  of  Federal  Funds  for  Certain 
Prescribed  Drugs 

SSA-43  Medicaid  Eligibility  Determinations 
(SSI) 

OS-1  Age  Discrimination  Regulations 

Education 

PHS-29  New  Subpart-Grants  and 

Cooperative  Agreement  for  Training  and 
Technical  Assistance 

PHS-30  Indian  Health  Care  Improvement 
Act 

PHS-50  Criteria  for  Payment  of  Tuition 
PHS-51  Traineeships  for  Students  in 
Schools  of  Public  Health  and  Other 
Graduate  Public  Health  Programs 
PHS-52  Traineeship  Grants  for  Health 

Administration,  Hospital  Administration 
or  Health  Policy  Analysis  and  Planning 
at  Public  or  Nonprofit  Private 
Educational  Institutions  other  than 
Schools  of  Public  Health 
PHS-53  National  Health  Service  Corps 
Scholarships 

PHS-54  Scholarship  for  First- Year  Students 
of  Exceptional  Financial  Need 
PHS-60  Educational  Assistance  to 
Individuals  from  Disadvantaged 
Backgrounds 

PHS-69  Grants  for  Nurse  Practitioner 
Traineeships  Program 
PHS-70  Grants  for  traineeships  for  the 
Advanced  Training  of  Professional 
Nurses 

PHS-71  Grants  for  Traineeships  for 
Training  Nurse  Anesthetists 
PHS-74  Health  Systems  Agency  Reviews  of 
Certain  Proposed  Uses  of  Federal  Funds: 
Proposed  Uses  for  Research  and  Training 
OCR-3  Access  to  Educational  Programs  for 
National  Origin  Minority  Children  with  a 


Primary  or  Home  Language  Other  Than 
English 

OS-1  Age  Discrimination  Regulations 
Income  Assistance 

HDS-9  Work  Incentive  Program:  Relocation 
to  Chapter  XIII  of  45  CFR 
HDS-11  Work  Incentive  Program:  New 
Procedures  to  Determine  WIN  Sanction 
Period 

SSA-7  Redetermining  Eligibility  and 
Computing  Supplementary  Payment 
(AFDC) 

SSA-8  Equity  Methods  for  Evaluating 
Resources  (AFDC) 

SSA-9  Inclusion  of  Child  Receiving  OASDI 
Benefits  into  an  AFDC  Assistance  Unit 
(AFDC) 

SSA-10  Coverage  and  Conditions  of 

Financial  Assistance  Program,  Residence 
(AFDC) 

SSA-11  Continued  Absence  of  Parent  from 
the  Home  (AFDC) 

SSA-12  Protective  Vendor  and  Two  Party 
Payments  for  Dependent  Children 
(AFDC) 

SSA-27  Disability  (OASDI;  SSI) 

SSA-28  Determining  SGA;  Earnings 
Guidelines  for  Years  Beginning  1980 
(OASDI;  SSI) 

SSA-21-A  Experiments  to  Improve  the 
Hearing  Process  by  Having  the  Social 
Security  Administration  Represented  at 
Hearings  (OASDI:  SSI) 

SSA-22  Limitation  for  Holding  Hearings, 
Issuing  Hearing  Decisions  and  Issuing 
Appeals  Decisions  (OASDI;  SSI) 

SSA-23  Procedures,  Payment  of  Benefits, 
Determinations,  Reconsiderations, 
Hearings  and  Appeals  (OASDI;  SSI) 
SSA-29  Representative  Payee  (OASDI;  SSI) 
SSA-30  Eligibility  (SSI) 

SSA-31  Eligibility-Redeterminations  (SSI) 
SSA-32  Filing  of  Applications  (SSI) 

SSA-33  Amount  of  Benefits  (SSI) 

SSA-34  Payment  of  Benefits, 

Overpayments,  Underpayments, 
Recovery  of  Overpayment  (SSI) 

SSA-35  Reports  Required  (SSI) 

SSA-36  Family  Relationships  (SSI) 

SSA-37  Income  (SSI) 

SSA-38  Resources  (SSI) 

SSA-39  Reductions,  Suspensions,  and 
Terminations  (SSI) 

SSA-41  Interim  Assistance  Provisions  (SSI) 
SSA-42  Pass  Along  Benefit  Increase  With 
Limitation  for  Hold-Harmless  States 
(SSI) 

OS-1  Age  Discrimination  Regulations 
Social  Services 

HDS-1  Grants  for  State  and  Community 
Programs  on  Aging:  General  Rules 
HDS-2  Grants  to  Indian  Tribal 

Organizations  for  Social  and  Nutrition 
Services:  General  Rules 
HDS-3  Vocational  Rehabilitation  and 
Independent  Living  Programs:  General 
Rules 

HDS-4  Developmental  Disabilities  Program: 
General  Rules 

HDS-5  Social  Service  Programs: 

Consolidated  Grants  to  Insular  Areas 
HDS-6  Native  American  Program:  General 
Rules 

HDS-7  Title  IV-B  Child  Welfare  Services: 
General  Rules 


HDS-8  Child  Abuse  and  Neglect  Prevention 
and  Treatment  Program:  General  Rules 
HDS-9  Work  Incentive  Program:  Relocation 
to  Chapter  XIII  of  45  CFR 
HDS-10  Social  Service  Programs  under 
Titles  I,  IV,  X,  XIV,  XVI  (AABD)  and  XX 
of  the  Social  Act:  Relocation  to  Chapter 
XIII  of  45  CFR 

HDS-11  Work  Incentive  Program:  New 
Procedures  to  Determine  WIN  Sanction 
Period 

SSA-40  Referrals  of  Persons  Eligible  for  SSI 
to  Other  Agencies  (SSI) 

OCR-2  Provisions  of  Services  to  Limited 
English  Speaking  Persons 
OS-1  Age  Discrimination  Regulations 

Retirement  Benefits 

SSA-16  Quarters  of  Coverage  and  Insured 
Status  (OASDI) 

SSA-17  New  Methods  for  Computing 
Benefit  Amounts  (OASDI) 

SSA-18  Basic  Computations  of  Benefits  and 
Lump  Sums  (OASDI) 

SSA-19  Reduction  of  Benefits  to  Maximum 
(OASDI) 

SSA-20  The  Retirement  Test  (OASDI) 
SSA-21  Deduction,  Reduction,  and 
Nonpayment  of  Benefits  (OASDI) 
SSA-21-A  Experiments  to  Improve  the 
Hearing  Process  by  Having  the  Social 
Security  Administration  Represented  at 
Hearings  (OASDI;  SSI) 

SSA-22  Limitation  for  Holding  Hearings, 
Issuing  Hearing  Decisions,  and  Issuing 
Appeals  Decisions  (OASDI;  SSI) 

SSA-23  Procedures,  Payment  of  Benefits. 
Determinations,  Reconsiderations, 
Hearings  and  Appeals  (OASDI;  SSI) 
SSA-24  Employment.  Wages,  Self- 
Employment,  SEI  (OASDI) 

SSA-25  Coverage  of  Employees  of  State 
and  Local  Governments  (OASDI) 

SSA-26  Wage  Credits  for  Veterans  and 
Members  of  the  Uniformed  Service 
(OASDI) 

SSA-29  Representative  Payee  (OASDI;  SSI) 
OS-1  Age  Discrimination  Regulations 

Other 

SSA-14  Reorganization  and  Updating  of 
Disclosure  Regulations 
SSA-15  Availability  of  Information  and 
Records  to  the  Public 

PROGRAMS  FOCUSING  ON  SPECIAL 
OPPORTUNITIES 

Handicapped 

PHS-7  Protection  of  Human  Subjects: 

Regulations  on  Research  Involving  Those 
Institutionalized  as  Mentally  Disabled 
Centers  on  Educational  Media  and  Materials 
for  the  Handicapped  Program  Preschool 
Partnership  Program  Gifted  and  Talented 
Children’s  Education  Program 
HDS-3  Vocational  Rehabilitation  and 
Independent  Living  Programs:  General 
Rules 

HDS-4  Developmental  Disabilities  Program: 
General  Rules 

SSA-21  Deductions,  Reduction,  and 
Nonpayment  of  Benefits  (OASDI) 

SSA-27  Disability  (OASDI;  SSI) 

SSA-28  Determining  SGA:  Earnings 
Guidelines  for  Years  Beginning  1980 
(OASDI;  SSI) 
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SSA-40  Referrals  of  Persons  Eligible  for  SSI 
to  Other  Agencies  (SSI) 

Economically  Disadvantaged 

PHS-41  Demonstration  Health  and 
Nutrition  Projects 

PHS-54  Scholarships  for  First-Year 

Students  of  Exceptional  Financial  Need 
PIIS-60  Educational  Assistance  to 
Individuals  from  Disadvantaged 
Backgrounds 

ASE-4  Biomedical  Sciences  Program 
ASE-45  Campus  Based-Funding  Programs 
ASE-8  Follow  Through 
ASE-35  Gifted  and  Talented  Children's 
Education  Program 

ASE-10  Preschool  Partnership  Program 
ASE-ll  Title  I,  ESEA — Financial  Assistance 
to  LEAs  and  SEAs  to  Meet  Special 
Educational  Needs 

ASE-3  Title  I,  ESEA — Migrant  Education 
Program 

HDS-9  Work  Incentive  Program:  Relocation 
to  Chapter  XIII  of  45  CFR 
HDS-11  Work  Incentive  Program:  New 
Procedures  to  Determine  WIN  Sanction 
Period 

SSA-3  Access  to  Wage  Record  Information 
(AFDC) 

SSA-7  Redetermining  Eligibility  and 
Computing  Supplementary  Payment 
(AFDC) 

SSA-8  Equity  Methods  for  Evaluating 
Resources  (AFDC) 

SSA-9  Inclusion  of  Child  Receiving  OASDI 
Benefits  into  an  AFDC  Assistance  Unit 
(AFDC) 

SSA-10  Coverage  and  Conditions  of 

Financial  Assistance  Program,  Residence 
(AFDC) 

SSA-11  Continued  Absence  of  Parent  from 
the  Home  (AFDC) 

SSA-12  Protective  Y'endor  and  Two  Party 
Payments  for  Dependent  Children 
(AFDC) 

SSA-21-A  Experiments  to  Improve  the 
Hearing  Process  by  Having  the  Social 
Security  Administration  Represented  at 
Hearings  (SSI) 

SSA-22  Limitation  for  Holding  Hearings, 
Issuing  Hearing  Decisions  and  Issuing 
Appeals  Decisions  (SSI) 

SSA-23  Procedures,  Payment  of  Benefits, 
Determinations,  Reconsiderations. 
Hearings,  and  Appeals  (SSI) 

SSA-29  Representative  Payee  (SSI) 

SSA-30  Eligibility  (SSI) 

SSA-31  Eligibility-Redeterminations  (SSI) 
SSA-32  Filing  of  Applications  (SSI) 

SSA-33  Amount  of  Benefits  (SSI) 

SSA-34  Payment  of  Benefits, 

Overpayments,  Underpayments, 

Recovery  of  Overpayment  (SSI) 

SSA-35  Reports  Required  (SSI) 

SSA-36  Family  Relationships  (SSI) 

SSA-37  Income  (SSI) 

SSA-38  Resources  (SSI) 

SSA-39  Reductions,  Suspensions,  and 
Terminations  (SSI) 

SSA-40  Referral  of  Persons  Eligible  for  SSI 
to  Other  Agencies  (SSI) 

SSA-41  Interim  Assistance  Provisions  (SSI) 
SSA-42  Pass  Along  Benefit  Increase  With 
Limitation  for  Hold-Harmless  States 
(SSI) 


Black  Americans 

ASE-25  Emergency  School  Aid — General 
ASE-26  Ethnic  Heritage  Studies  Program 

Hispanic  Ameriqans 
ASE-13  Bilingual  Education  Programs 
ASE-25  Emergency  School  Aid — General 
ASE-26  Ethnic  Heritage  Studies  Program 
ASE-42  Indian  Education  Program 
OCR-3  Access  to  Educational  Programs  for 
National  Origin  Minority  Children  with  a 
Primary  Home  or  Language  Other  than 
English 

Native  Americans 

PHS-30  Indian  Health  Care  Improvement 
Act 

PHS-31  Persons  to  Whom  Services  will  be 
provided 

HDS-2  Grants  to  Indian  Tribal 

Organizations  for  Social  and  Nutrition 
Services:  General  Rules 
HDS-3  Vocational  Rehabilitation  and 
Independent  Living  Programs:  General 
Rules 

HDS-6  Native  American  Program:  General 
Rules 

Women 

PHS-37  Project  Grants  for  Family  Planning 
Services  Women’s  Educational  Equity 
Act  Program 

Older  Americans 

HDS-1  Grants  for  State  and  Community 
Programs  on  Aging:  General  Rules 
HDS-2  Grants  to  Indian  Tribal 

Organizations  for  Social  and  Nutrition 
Services:  General  Rules 
SSA-16  Quarter  of  Coverage  and  Insured 
Status  (OASDI) 

SSA-17  New  Methods  for  Computing 
Benefit  Amounts  (OASDI) 

SSA-18  Basic  Computations  of  Benefits  and 
Lump  Sums  (OASDI) 

SSA-19  Reduction  of  Benefits  to  Maximum 
(OASDI) 

SSA-20  The  Retirement  Test  (OASDI) 
SSA-21  Deduction.  Reduction,  and 
Nonpayment  of  Benefits  (OASDI) 

SSA-24  Employment,  Wages,  Self- 
Employment,  SEI  (OASDI) 

SSA-29  Representative  Payee  (OASDLSSI) 
OS-1  Age  Discrimination  Regulations 

Other 

ASE-32  Commissioner's  Discretionary 
Projects  Program 

ASE-22  Community  Education  Program 
ASE-19  Adult  Education  Program 
ASE-13  Bilingual  Education  Programs 
ASE-26  Ethnic  Heritage  Studies  Programs 
ASE-15  Indochina  Refugee  Children 
Assistance  Program 

REGULATIONS  AFFECTING 
ORGANIZATIONS  AND  INSTITUTIONS 

HEALTH 

State  and  Local  Health  Departments 
PHS-10  Health  Incentive  Grants  for 

Comprehensive  Public  Health  Services 
PHS-11  Formula  Grants  to  States  for 
Preventive  Health  Service  Programs 
PHS-12  Grants  for  Preventive  Health 

Services  (42  CFR  Part  51b):  Subpart  F — 


Grants  for  Research  Demonstrations,  and 
Public  Information  and  Education  for  the 
Prevention  and  Control  of  Venereal 
Diseases 

PHS-13  Grants  for  Preventive  Health 

Services  (42  CFR  Part  5lb):  Subpart  H — 
Grants  for  the  Detection,  Treatment,  and 
Prevention  of  Lead-Based  Paint 
Poisoning 

PHS-14  Interstate  Shipment  of  Etiologic 
Agents:  Packaging,  Labeling,  and 
Shipping  Requirements 
PHS-38  Amendments  to  MCH  CC  Services 
Programs 

PHS-42  Project  Grants  to  States  for 
Hypertension  Services 
HCFA-1  Professional  Standards  Review 
Organizations  (PSROs)  Sanctions  on 
Providers 

HCFA-2  Waiver  of  Liability 
HCFA-3  Professional  Standards  Review 
Organizations  (PSROs)  Reconsideration 
and  Appeals 

HCFA-4  Hospital  Utilization  Review 
HCFA-5  Validation  of  Accreditation 
Surveys  of  Hospitals 
HCFA-6  Conditions  of  Participation  for 
Hospitals 

HCFA-7  Funding  of  Professional  Standards 
Review  Organizations  Hospital  Review 
HCFA-8  Confidentiality  and  Disclosure  of 
Information  of  Professional  Standards 
Review  Organizations  (PSROs) 

HCFA-9  Certification  of  Separate  Cost 
Entities 

HCFA-11  Safeguards  for  Patient  Funds 
HCFA-12  Extension  of  Professional 

Standards  Review  to  Intermediate  Care 
Facilities 

HCFA-13  Conditions  of  Participation  for 
Skilled  Nursing  Facilities  and 
Intermediate  Care  Facilities 
HCFA-14  Effective  Date:  Provider 
Agreement 

HCFA-15  Sprinkler  Systems  for  Long  Term 
Care  Facilities 

HCFA-17  Radiological  Services 
HCFA-18  Reimbursement  Prepaid  Health 
Plans 

HCFA-21  Provider  Reimbursement 
Determinations 

HCFA-26  Reimbursement:  Internship  and 
Residency  Program 

HCFA-27  Teaching  Hospitals'  Physicians 
Costs 

HCFA-28  Special  Care  Units 
HCFA-29  Reimbursement  to  Related 
Organizations 

HCFA-32  Deeming  of  Income  Between 
Spouses 

HCFA-33  Educational  Programs 
Reimbursement 

HCFA-34  Proposed  List  of  Additional  Items 
and  Services  Subject  to  the  Lowest 
Charge  Level 

HCFA-35  Prospective  Reimbursement  of 
Rural  Health  Clinic  Services 
HCFA-36  Family  Planning 
HCFA-37  Reasonable  Cost-Related 

Reimbursement  for  Skilled  Nursing  and 
Intermediate  Care  Facility  Services 
HCFA-38  State  Medicaid  Contracts 
HCFA-39  Hearing  Aid  and  Eyeglass 
Reimbursement 

HCFA-40  Assignements  of  Benefits 
Collection  of  Medical  Support 
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HCFA-49  System  for  Hospital  Uniform 
Reporting 

HCFA-50  Skilled  Nursing  Facility/ 

Intermediate  Care  Facility  Uniform  Cost 
Reporting 

HCFA-51  Hospital  Discharge  and  Data 
Reports 

HCFA-52  Skilled  Nursing  Facility/ 

Intermediate  Care  Facility  Discharge  and 
Bill  Data 

HCFA-53  Home  Health  Agency  Cost  and 
Utilization 

HCFA-54  Home  Health  Agency  Discharge 
and  Bill  Data 

HCFA-55  Use  of  Federal  Funds  for  Certain 
Prescribed  Drugs 

FDA  22 — New  Drug  Evaluation;  Public 
Disclosure  of  Specifications 
FDA  25 — Prescription  Drug  Labeling;  Policy 
on  Patent  Labeling 
FDA  26 — Biopharmaceutics  Program; 

Therapeutic  Equivalence  Evaluations 
FDA  67 — California  Application  for 
Exemption  from  Preemption 
FDA  68 — Applications  for  Exemption  from 
Preemption  for  State  and  Local  Hearing 
Aid  Requirements 

FDA  69 — Additional  Application  for 

Exemption  from  Preemption  for  State  and 
Local  Hearing  Aid  Requirements 
FDA  70 — Recommendations  for  State  and 
Local  Agencies  Concerning  Accidental 
Radioactive  Contamination  of  Human 
Food  and  Animal  Feed 
OS-1  Age  Discrimination  Regulations 

State  and  Local  Health  Planning  Agencies 

PHS-45  Grants  for  Community  Mental 

Health  Centers  Requirements  for  Grants, 
Application  for  Grants,  and  State  Plans 
PHS-46  Grants  for  Drug  Abuse  Prevention, 
Treatment,  and  Rehabilitation; 
Requirements  for  State  Participation  in 
Formula  Grants 

PHS-72  National  Guidelines  for  Health 
Planning 

PHS-73  Health  Systems  Agency  Review  of 
Certain  Proposed  Uses  of  Federal  Health 
Funds 

PHS-74  Health  Systems  Agency  Reviews  of 
Certain  Proposed  Uses  of  Federal  Funds; 
Proposed  Uses  for  Research  and  Training 
PHS-75  Health  Systems  Agency  and  State 
Agency  Reviews  of  the  Appropriateness 
of  Existing  Institutional  Health  Services 
PHS-76  Designation  of  Health  Systems 
Agencies 

PHS-77  Designation  of  State  Health 
Planning  and  Development  Agencies 
PHS-78  Certificate  of  Need  and  Review  of 
New  Institutional  Health  Services 
PHS-79  Inclusion  of  Computed 

Tomographic  Scanning  Services  Under 
Certificate  of  Need 
PHS-80  Inclusion  of  Computed 

Tomographic  Scanning  Services  Under 
Capital  Expenditure  Review 
PHS-81  Limitation  on  Federal  Participation 
for  Capital  Expenditures 
PHS-82  Discontinuance  of  Unneeded 
Hospital  Services 

HCFA-18  Reimbursement  Prepaid  Health 
Plans 

HCFA-28  Special  Care  Units 
HCFA-30  End-Stage  Renal  Disease 
Networks 


HCFA-31  Incentive  Reimbursement  for 
End-Stage  Renal  Disease  Services 
HCFA-33  Educational  Programs 
Reimbursement 

HCFA-35  Prospective  Reimbursement  of 
Rural  Health  Clinic  Services 
HCFA-36  Family  Planning 
HCFA-37  Reasonable  Cost  Related 

Reimbursement  for  Skilled  Nursing  and 
Intermediate  Care  Facility  Services 
FDA25 — Prescription  Drug  Labeling;  Policy 
on  Patent  Labeling 
FDA  26 — Biopharmaceutics  Program; 

Therapeutic  Equivalence 
FDA  70 — Recommendations  for  State  and 
Local  Agencies  Concerning  Accidential 
Radioactive  Contamination  of  Human 
Food  and  Animal  Feed 
OS-1  Age  Discrimination  Regulations 

Individual  Physicians 
HCFA-1  Professional  Standards  Review 
Organizations  (PSROs)  Sanctions  on 
Providers 

HCFA-2  Waiver  of  Liability 
HCFA-3  Professional  Standards  Review 
Organizations  (PSROs)  Reconsideration 
and  Appeals 

HCFA-4  Hospital  Utilization  Review 
HCFA-6  Conditions  of  Participation  for 
Hospitals 

HCFA-7  Funding  of  Professional  Standard 
Review  Organizations  Hospital  Review 
HCFA-8  Confidentiality  and  Disclosure  of 
Information  of  Professional  Standards 
Review  Organizations  (PSROs) 

HCFA-12  Extension  of  Professional 

Standards  Review  Organizations  (PSRO) 
Review  to  Intermediate  Care  Facilities 
HCFA-1 3  Conditions  of  Participation  for 
Skilled  Nursing  Facilities  and 
Intermediate  Care  Facilities 
HCFA-17  Radiological  Services 
HCFA-18  Reimbursement  Prepaid  Health 
Plans 

HCFA-19  Written  Notice  for  Non- 
Reimbursable  Services 
HCFA-21  Provider  Reimbursement 
Determinations 

HCFA-23  Durable  Medical  Equipment 
HCFA-24  Prohibition  Against 
Reassignments 

HCFA-25  Part  A  Entitlement  and  Co¬ 
payments 

HCFA-27  Teaching  Hospitals  Physicians 
Costs 

HCFA-28  Special  Care  Units 
HCFA-30  End-Stage  Renal  Disease 
Networks 

HCFA-31  Incentive  Reimbursement  for 
End-Stage  Renal  Disease  Services 
HCFA-33  Educational  Programs 
Reimbursement 

HCFA-34  Proposed  List  of  Additional  Items 
and  Services  Subject  to  the  Lowest 
Charge  Level 

HCFA-35  Prospective  Reimbursement  of 
Rural  Health  Clinic  Services 
HCFA-39  Hearing  Aid  and  Eyeglass 
Reimbursement 
HCFA-44  Psychosurgery 
HCFA-51  Hospital  Discharge  and  Data 
Reports 

HCFA-52  Skilled  Nursing  Facility/ 

Intermediate  Care  Facility  Discharge  and 
Bill  Data 


HCFA-54  Home  Health  Agency  Discharge 
and  Bill  Data 

HCFA-55  Use  of  Federal  Funds  for  Certain 
Prescribed  Drugs 

FDA  13 — Bioresearch  Monitoring:  Standards 
for  Institutional  Review  Boards  for 
Clinical  Investigators 

FDA  14 — Bioresearch  Monitoring;  Informed 
Consent 

FDA  17 — Bioresearch  Monitoring:  Obligations 
of  Sponsors  and  Monitors  of  Clinical 
Investigations 

FDA  18 — Bioresearch  Monitoring;  Obligations 
of  Clinical  Investigators 
FDA  25 — Prescription  Drug  Labeling;  Policy 
on  Patient  Labeling 
FDA  26 — Biopharmaceutics  Program; 

Therapeutic  Equivalence  Evaluations 
FDA  57 — Investigational  Device  Exemptions 
FDA  64 — Restricted  Device  Regulation 
FDA  66 — Maximum  Residue  Limits  for 
Ethylene  Oxide,  Ethylene  Chlorhydrin, 
and  Ethylene  Glycol 

FDA  71 — Recommendations  for  National 
Standards  for  Medical  Radiation 
Technologists 

FDA  72 — Recommendations  on  Exposure 
from  Diagnostic  X-Ray  Examinations 
FDA  73 — Recommendations  for  Referral 
Criteria  for  Diagnostic  Radiological 
Examinations 

Hospitals 

PHS-1  Conduct  of  Persons  and  Traffic  on 
Certain  Federal  Enclaves:  Revision  of 
General  Rules 

PHS-14  Interstate  Shipment  of  Etiologic 
Agents:  Packaging,  Labeling,  and 
Shipping  Requirements 
PHS-39  Grants  to  Plan,  Develop  and 
Operate  Hospital — Affiliated  Primary 
Care  Centers 

PHS-48  Confidentiality  of  Alcohol  and  Drug 
Abuse  Patient  Records;  Minimum 
Requirements  for  Protecting 
PHS-82  Discontinuence  of  Unneeded 
Hospital  Services 

HCFA-1  Professional  Standards  Review 
Organizations  (PSROs)  Sanctions  on 
Providers 

HCFA-2  Waiver  of  Liability 
HCFA-3  Professional  Standards  Review 
Organizations  (PSROs)  Reconsideration 
and  Appeals 

HCFA-4  Hospital  Utilization  Review 
HCFA-5  Validation  of  Accreditation 
Surveys  of  Hospitals 
HCFA-6  Conditions  of  Participation  for 
Hospitals 

HCFA-7  Funding  of  Professional  Standards 
Review  Organizations  Hospital  Review 
HCFA-8  Confidentiality  and  Disclosure  of 
Information  of  Professional  Standards 
Review  Organizations  (PSROs) 

HCFA-9  Certification  of  Separate  Cost 
Entities 

HCFA-17  Radiological  Services 
HCFA-81  Reimbursement  Prepaid  Health 
Plans 

HCFA-19  Written  Notice  for  Non- 
Reimbursable  Services 
HCFA-20  Inpatient  Services — Foreign 
Hosiptals 

HCFA-21  Provider  Reimbursement 
Determinations 

HCFA-23  Durable  Medical  Equipment 
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HCFA-24  Prohibition  Against 
Reassignments 

HCFA-25  Part  A  Entitlement  and  Co- 
Payments 

HCFA-26  Reimbursement:  Internship  and 
Residency  Program 

HCFA-27  Teaching  Hospitals'  Physicians 
Costs 

HCFA-28  Special  Care  Units 
HCFA-29  Reimbursement  to  Related 
Organizations 

HCFA-30  End-Stage  Renal  Disease 
Networks 

HCFA-31  Incentive  Reimbursement  for 
End-Stage  Renal  Disease  Services 
HCFA-33  Educational  Programs 
Reimbursement 

HCFA-34  Proposed  List  of  Additional  Items 
and  Services  Subject  to  the  Lowest 
Charge  Level 

HCFA-35  Prospective  Reimbursement  of 
Rural  Health  Clinic  Services 
HCFA-36  Family  Planning 
HCFA-39  Hearing  Aid  and  Eyeglass 
Reimbursement 

HCFA-40  Assignments  of  Benefits 
Collection  of  Medical  Support 
HCFA-42  Medicaid  Management 

Information  Systems/Additional  Data 
Requirements 
HCFA-44  Psychosurgery 
HCFA-49  System  for  Hospital  Uniform 
Reporting 

HCFA-50  Skilled  Nursing  Facility/ 

Intermediate  Care  Facility  Uniform  Cost 
Reporting 

HCFA-51  Hospital  Discharge  and  Date 
Reports 

HCFA-55  Use  of  Federal  Funds  for  Certain 
Prescribed  Drugs 

FDA  13 — B'oresearch  Monitoring:  Standards 
for  Institutional  Review  Boards  for 
Clinical  Investigators 

FDA  14 — Bioresearch  Monitoring:  Informed 
Consent 

FDA  17 — Bioresearch  Monitoring;  Obligations 
of  Sponsors  and  Monitors  of  Clinical 
Investigations 

FDA  18 — Bioresearch  Monitoring;  Obligations 
of  Clinical  Investigators 
FDA  25 — Prescription  Drug  Labeling;  Policy 
on  Patient  Labeling 
FDA  26— Biopharmaceutics  Program; 

Therapeutic  Equivalence  Evaluations 
FDA  66 — Maximum  Residue  Limits  for 
Ethylene  Oxide,  Ethylene  Chlorhydrin. 
and  Ethylene  Glycol 

Nursing  Homes  and  Long  Term  Care 
Facilities 

HCFA-1  Professional  Standards  Review 
Organizations  (PSROs)  Sanctions  of 
Providers 

HCFA-2  Waiver  of  Liability 
HCFA-3  Professional  Standards  Review 
Organizations  (PSROs)  Reconsideration 
and  Appeals 

HCFA-8  Confidentiality  and  Disclosure  of 
Information  of  Professional  Standards 
Review  Organizations  (PSROs) 

HCFA-9  Certification  of  Separate  Cost 
Entities 

HCFA-11  Safeguards  for  Patient  Funds 
HCFA-12  Extension  of  Professional 

Standards  Review  to  Intermediate  Care 
Facilities 


HCFA-13  Conditions  of  Participation  for 
Skilled  Nursing  Facilities  and 
Intermediate  Care  Facilities 
HCFA-14  Effective  Date:  Provider 
Agreements 

HCFA-17  Radiological  Services 
HCFA-18  Reimbursement  Prepaid  Health 
Plans 

HCFA-19  Written  Notice  for  Non- 
Reimbursable  Services 
HCFA-21  Provider  Reimbursement 
Determination 

HCFA-23  Durable  Medical  Equipment 
HCFA-24  Prohibition  Against 
Reassignments 

HCFA-25  Part  A  Entitlement  and  Co- 
Payments 

HCFA-29  Reimbursement  to  Related 
Organizations 

HCFA-30  End-Stage  Renal  Disease 
Networks 

HCFA-31  Incentive  Reimbursement  for 
End-Stage  Renal  Disease  Services 
HCFA-34  Proposed  List  of  Additional  Items 
and  Services  Subject  to  the  Lowest 
Charge  Level 

HCFA-35  Family  Planning 
HCFA-37  Reasonable  Cost-Related 

Reimbursement  for  Skilled  Nursing  and 
Intermediate  Care  Facility  Services 
HCFA-39  Hearing  Aid  and  Eyeglass 
Reimbursement 

HCFA-40  Assignments  of  Benefits 
Collection  of  Medical  Support 
HCFA-44  Psychosurgery 
HCFA-50  Skilled  Nursing  Facility/ 

Intermediate  Care  Facility  Uniform  Cost 
Reporting 

HCFA-52  Skilled  Nursing  Facility/ 

Intermediate  Care  Facility  Discharge  and 
Bill  Data 

HCFA-53  Home  Health  Agency  Cost  and 
Utilization 

HCFA-55  Use  of  Federal  Funds  for  Certain 
Prescribed  Drugs 

FDA  13 — Bioresearch  Monitoring;  Standards 
for  Institutional  Review  Boards  for 
Clinical  Investigators 

FDA  14 — Bioresearch  Monitoring;  Informed 
Consent 

FDA  17 — Bioresearch  Monitoring;  Obligations 
of  Sponsors  and  Monitors  of  Clinical 
Investigations 

FDA  18 — Bioresearch  Monitoring;  Obligations 
of  Clinical  Investigators 
FDA  25 — Prescription  Drug  Labeling;  Policy 
on  Patient  Labeling 
FDA  26 — Biopharmaceutics  Program; 

Therapeutic  Equivalence  Evaluations 
FDA  66 — Maximum  Residue  Limits  for 
Ethylene  Oxide.  Ethylene  Chlorhydrin. 
and  Ethylene  Glycol 

Mental  Health  Facilities 

FDA  13 — Bioresearch  Monitoring;  Standards 
for  Institutional  Review  Boards  for 
Clinical  Investigators 

FDA  14 — Bioresearch  Monitoring:  Informed 
Consent 

FDA  17 — Bioresearch  Monitoring:  Obligations 
of  Sponsors  and  Monitors  of  Clinical 
Investigations 

FDA  18 — Bioresearch  Monitoring;  Obligations 
of  Clinical  Investigators 
FDA  25 — Prescription  Drug  Labeling:  Policy 
on  Patient  Labeling 


FDA  26 — Biopharmaceutics  Program; 

Therapeutic  Equivalence  Evaluations 
SSA-29  Representative  Payee 
PHS-45  Grants  for  Community  Mental 

Health  Centers;  Requirements  for  Grants, 
Application  for  Grants  and  State  Plans 
PHS-48  Confidentiality  of  Alcohol  and  Drug 
Abuse  Patient  Records;  Minimum 
Requirements  for  Protecting 
HCFA-1  Professional  Standards  Review 
Organizations  (PSROs)  Sanctions  on 
Providers 

HCFA-2  Waiver  of  Liability 
HCFA-3  Professional  Standards  Review 
Organizations  (PSROs)  Reconsideration 
and  Appeals 

HCFA-5  Validation  of  Accreditation 
Surveys  of  Hospitals 
HCFA-6  Conditions  of  Participation  for 
Hospitals 

HCFA-7  Funding  of  Professional  Standard 
Review  Organizations  Hospital  Review 
HCFA-9  Certification  of  Separate  Cost 
Entities 

HCFA-11  Safeguards  for  Patient  Funds 
HCFA-14  Effective  Date:  Provider 
Agreement 

HCFA-18  Reimbursement  Prepaid  Health 
Plans 

HCFA-19  Written  Notice  for  Non- 
Reimbursable  Services 
HCFA-21  Provider  Reimbursement 
Determinations 

HCFA-23  Durable  Medical  Equipment 
HCFA-24  Prohibition  Against 
Reassignments 

HCFA-34  Proposed  List  of  Additional  Items 
and  Services  Subject  to  the  Lowest 
Charge  Level 

HCFA-35  Prospective  Reimbursement  of 
Rural  Health  Clinic  Services 
HCFA-36  Family  Planning 
HCFA-37  Reasonable  Cost-Related 

Reimbursement  for  Skilled  Nursing  and 
Intermediate  Care  Facility  Services 
HCFA-40  Assignments  of  Benefits 
Collection  of  Medical  Support 
HCFA-44  Psychosurgery 
HCFA-55  Use  of  Federal  Funds  for  Certain 
Prescribed  Drugs 
SSA-29  Representative  Payee 

Health  Maintenance  Organizations 

PHS-19  Subpart  A — Requirements  for  a 
Health  Maintenance  Organization 
PHS-20  Subpart  B — Federal  Financial 
Assistance;  General 

PUS-21  Subpart  C — Grants  for  Feasibility 
Surveys 

PHS-22  Subpart  D — Grants  and  Loan 
Guarantees  for  Planning  and  Initial 
Development  Costs 
PHS-23  Subpart  E — Loans  and  Loan 

Guarantees  for  Initial  Operating  Costs 
PHS-24  Subpart  F — Qualification  of  Health 
Maintenance  Organizations 
PHS-25  Subpart  H — Employees  Health 
Benefits  Plan 

PHS-26  Subpart  I — Continued  Regulation  of 
HMOs  and  Other  Entities 
PHS-28  New  Subpart  J — Loans  and  Loan 
Guarantees  for  Acquisition  and 
Construction  of  Ambulatory  Health  Care 
Facilities 

PHS-29  New  Subpart — Grants  and 

Cooperative  Agreement  for  Training  and 
Technical  Assistance 
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PHS-48  Confidentiality  of  Alcohol  and  Drug 
Abuse  Patient  Records;  minimum 
requirements  for  protecting 
PHS-79  Inclusion  of  Computed 

Tomographic  Scanning  Services  Under 
Certificate  of  Need 

HCFA-1  Professional  Standards  Review 
Organizations  (PSROs)  Sanction  on 
Providers 

HCFA-8  Confidentiality  and  Disclosure  of 
Information  of  Professional  Standards 
Review  Organizations  (PSROs) 

HCFA-18  Reimbursement  Prepaid  Health 
Plans 

HCFA-19  Written  Notice  for  Non- 
Reimbursable  Services 
HCFA-20  Inpatient  Services — Foreign 
Hospitals 

HCFA-21  Provider  Reimbursement 
Determinations 

HCFA-23  Durable  Medical  Equipment 
HCFA-24  Prohibition  Against 
Reassignments 

HCFA-25  Part  A  Entitlements  and  Co- 
Payments 

HCFA-26  Reimbursement:  Internship  and 
Residency  Program 
HCFA-28  Special  Care  Units 
HCFA-29  Reimbursement  to  Related 
Organizations 

HCFA-30  End-Stage  Renal  Disease 
Networks 

HCFA-31  Incentive  Reimbursement  for 
End-Stage  Renal  Disease  Services 
HCFA-33  Education  Programs 
Reimbursement 

HCFA-34  Proposed  List  of  Additional  Items 
and  Services  Subject  to  the  Lowest 
Charge  Level 

HCFA-36  Family  Planning 
HCFA-37  Reasonable  Cost-Related 

Reimbursement  for  Skilled  Nursing  and 
Intermediate  Care  Facility  Services 
HCFA-38  State  Medicaid  Contracts 
HCFA-39  Hearing  Aid  and  Eyeglass 
Reimbursement 

HCFA-40  Assignments  of  Benefits 
Collection  of  Medical  Support 
HCFA-44  Psychosurgery 
HCFA-55  Use  of  Federal  Funds  for  Certain 
Prescribed  Drugs 

FDA  25 — Description  Drug  Labeling;  Policy 
on  Patient  Labeling 
FDA  26 — Biopharmaceutics  Program; 
Therapeutic  Equivalence  Evaluations 

Insurance  Companies  and  Other  Fiscal 
Intermediaries 

PIIS-8  Protection  of  Human  Subjects: 

Regulations  on  Compensation  of  Human 
Subjects  Injured  in  Biomedical  and 
Behavioral  Research 
HCFA-4  Hospital  Utilization  Review 
HCFA-7  Funding  of  Professional  Standards 
Review  Organizations  Hospital  Review 
HCFA-8  Confidentiality  and  Disclosure  of 
Information  of  Professional  Standards 
Review  Organizations  (PSROs) 

HCFA-9  Certification  of  Separate  Cost 
Entities 

HCFA-12  Extension  of  Professional 

Standards  Review  to  Intermediate  Care 
Facilities 

HCFA-13  Conditions  of  Participation  for 
Skilled  Nursing  Facilities  and 
Intermediate  Care  Facilities 


HCFA-14  Effective  Date:  Provider 
Agreement 

HCFA-15  Sprinkler  Systems  for  Long  Term 
Care  Facilities 

HCFA-17  Radiological  Services 
HCFA-18  Reimbursement  Prepaid  Health 
Plans 

HCFA-19  Written  Notice  for  Non- 
Reimbursable  Services 
HCFA-20  Inpatient  Services — Foreign 
Hospitals 

HCFA-21  Provider  Reimbursement 
Determinations 

HCFA-22  Fiscal  Intermediary  Performance 
HCFA-23  Durable  Medical  Equipment 
HCFA-24  Prohibition  Against 
Reassignments 

HCFA-25  Part  A  Entitlement  and  Co- 
Payments 

HCFA-26  Reimbursement:  Internship  and 
Residency  Program 

HCFA-27  Teaching  Hospital  Physicians' 
Costs 

HCFA-28  Special  Care  Units 
HCFA-29  Reimbursement  to  Related 
Organizations 

HCFA-30  End-Stage  Renal  Disease 
Networks 

HCFA-31  Incentive  Reimbursement  for 
End-Stage  Renal  Disease  Services 
HCFA-32  Deeming  of  Income  Between 
Spouses 

HCFA-33  Educational  Programs 
Reimbursement 

HCFA-34  Proposed  List  of  Additional  Items 
and  Services  Subject  to  the  Lowest 
Charge  Level 

HCFA-35  Prospective  Reimbursement  of 
Rural  Health  Clinic  Services 
HCFA-36  Family  Planning 
HCFA-37  Reasonable  Cost-Related 

Reimbursement  for  Skilled  Nursing  and 
Intermediate  Care  Facility  Services 
HCFA-38  State  Medicaid  Contracts 
HCFA-39  Hearings  Aid  and  Eyeglass 
Reimbursement 

HCFA-40  Assignments  of  Benefits 
Collection  of  Medical  Support 
HCFA-44  Psychosurgery 
IICFA-49  System  for  Hospital  Uniform 
Reporting 

HCFA-50  Skilled  Nursing  Facility/ 

Intermediate  Care  Facility  Uniform  Cost 
Reporting 

HCFA-51  Hospital  Discharge  and  Data 
Reports 

HCFA-52  Skilled  Nursing  Facility/ 

Intermediate  Care  Facility  Discharge  and 
Bill  Data 

HCFA-53  Home  Health  Agency  Cost  and 
Utilization 

HCFA-54  Home  Health  Agency  Dischange 
and  Bill  Data 

I ICFA-55  Use  of  Federal  Funds  for  Certain 
Prescribed  Drugs 

FDA-26  Biopharmaceutics  Program; 
Therapeutic  Equivalence  Evaluations 

Health  and  Medical  Training  Institutions 

PHS-2  National  Library  of  Medicine 

Programs:  Revision  of  General  Rules  for 
the  National  Library  of  Medicine, 
National  Library  of  Medicine  Grants, 
National  Institutes  of  Health  and 
National  Library  of  Medicine 
Traineeships,  and  National  Institutes  of 


Health  and  National  Library  of  Medicine 
Training  Grants 

PHS-4  National  Research  Service  Awards 
Program:  General  Rules 
PHS-5  Protection  of  Human  Research 
Subjects — Institutional  Review  Boards 
PHS-6  Protection  of  Human  Subjects: 
Regulations  on  Research  Involving 
Children 

PHS-7  Protection  of  Human  Subjects: 

Regulations  on  Research  Involving  Those 
Institutionalized  as  Mentally  Disabled 
PHS-8  Protection  of  Human  Subjects: 

Regulations  on  Compensation  of  Human 
Subjects  Injured  in  Biomedical  and 
.  Behaviorial  Research 
PHS-30  Indian  Health  Care  Improvement 
Act  Programs 

PHS-51  Traineeships  for  Students  in 
Schools  of  Public  Health  and  Other 
Graduate  Public  Health  Programs 
PHS-52  Traneeship  Grants  for  Health 

Administration,  Hospital  Administration 
or  Health  Policy  Analysis  and  Planning 
at  Public  or  Nonprofit  Private 
Educational  Institutions  Other  than 
Schools  of  Public  Health 
PHS-54  Scholarships  for  First- Year 

Students  of  Exceptional  Financial  Need 
PHS-55  Health  Profession  Capitation 
Grants 

PHS-56  Project  Grants  for  Establishment  of 
Departments  of  Family  Medicine 
PHS-57  Area  Health  Education  Centers 
PHS-58  Grants  for  Residency  Training  in 
General  Internal  Medicine  or  General 
Pediatrics 

PHS-59  Grants  for  Training  in  Family 
Medicine 

PHS-61  Grants  to  Schools  of  Medicine, 
Dentistry,  Public  Health,  Osteopathy, 
Optometry,  Podiatry,  Pharmacy,  and 
Veterinary  Medicine  for  Start-up 
Assistance 

PHS-62  Health  Profession  Financial 
Distress  Grants 

PHS-63  Interdisciplinary  Team  Training 
and  Curriculum  Development  for  Health 
Manpower  Training 

PHS-64  Grants  for  Training  in  Emergency 
Medical  Services 

PHS-65  Grants  for  Graduate  Programs  in 
Health  Administration 

PHS-66  Special  Project  Grants  for  Graduate 
Programs  in  Public  Health 
PHS-67  Gi  ants  for  Allied  Health  Projects 
PHS-68  Grants  for  Traineeships  for 
Advanced  Training  of  Allied  Health 
Personnel 

PHS-69  Grants  for  Nurse  Practitioner 
Traineeship  Programs 
PHS-70  Grants  for  Traineeships  for  the 
Advanced  Training  of  Professional 
Nurses 

PHS-71  Grants  for  Traineeships  for 
Training  Nurse  Anesthetists 
PHS-74  Health  Systems  Agency  Reviews  of 
Certain  Proposed  Uses  of  Federal  Funds; 
Proposed  Uses  for  Research  and  Training 
HCFA-1  Professional  Standards  Review 
Organizations  (PSROs)  Sanction  on 
Providers 

HCFA-6  Conditions  of  Participation  for 
Hospitals 

HCFA-12  Extension  of  Professional 

Standards  Review  of  Intermedidate  Care 
Facilities 
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HCFA-13  Conditions  of  Participation  for 
Skilled  Nursing  Facilities  and 
Intermediate  Care  Facilities 
HCFA-26  Reimbursement:  Internship  and 
Residency  Program 

HCFA-27  Teaching  Hospitals'  Physicians 
Costs 

I ICFA-31  Incentive  Reimbursement  for 
End-Stage  Renal  Disease  Services 
HCFA-33  Educational  Programs 
Reimbursement 
HCFA-36  Family  Planning 
HCFA-44  Psychosurgery 

Allied  Services 

PI  IS-9  Standards  for  Clinical  Laboratory 
Personnel — Requirements  for 
Certification 

PI  IS-14  Interstate  Shipment  of  Etiologic 
Agents:  Packaging.  Labeling,  and 
Shipping  Requirements 
HCFA-1  Professional  Standards  Review 
Organizations  (PSROs)  Sanctions  on 
Providers 

HCFA-5  Validation  of  Accreditation 
Surveys  of  Hospitals 
HCFA-6  Conditions  of  Participation  for 
Hospitals 

HCFA-12  Extension  of  Professional 

Standards  Review  of  Intermediate  Care 
Facilities 

HCFA-13  Conditions  of  Participation  for 
Skilled  Nursing  Facilities  and 
Intermediate  Care  Facilities 
HCFA-17  Radiological  Services 
HCFA-18  Reimbursement  Prepaid  Health 
Plans 

HCFA-19  Written  Notice  for  Non- 
Reimbursable  Services 
HCFA-23  Durable  Medicai  Equipment 
HCFA-24  Prohibition  Against 
Reassignments 

HCFA-34  Proposed  List  of  Additional  Items 
arid  Services  Subject  to  the  Lowest 
Charge  Level 

HCFA-49  System  for  Hospital  Uniform 
Reporting 

Community  Based  Health  Centers 
PHS-36  Assignment  of  NHSC  Personnel 
PHS-39  Grants  to  Plan.  Develop  and 

Operate  Hospital-Affiliated  Primary  Care 
Centers 

PHS-40  Project  Grants  for  Community 
Health  and  Migrant  Health 
PHS-44  Amend  Health  Service  Funding 
Regulation  to  Delete  Applicability  to 
Bureau  of  Community  Health  Service 
Programs 

PMS-49  Designation  of  Health  Manpower 
Shortage  Areas 

PHS-73  Health  Systems  Agency  Review  of 
Certain  Proposed  Uses  of  Federal  Health 
Funds 

HCFA-17  Radiological  Services 
HCFA-18  Reimbursement  Prepaid  Health 
Plans 

HCFA-19  Written  Notice  for  Non- 
Reimbursable  Services 
HCFA-23  Durable  Medical  Equipment 
HCFA-24  Prohibition  Against 
Reassignments 

HCFA-30  End-Stage  Renal  Disease 
Networks 

HCFA-31  Incentive  Reimbursement  for 
End-Stage  Renal  Disease  Services 


HCFA-34  Proposed  List  of  Additional  Items 
and  Services  Subject  to  the  Lower 
Charge  Level 

HCFA-36  Family  Planning 
HCFA-40  Assignments  of  Benefits 
Collection  of  Medical  Support 
HCFA-55  Use  of  Federal  Funds  for  Certain 
Prescribed  Drugs 

FDA  25 — Prescription  Drug  Labeling;  Policy 
on  Patient  Labeling 
FDA  26 — Biopharmaceutics  Program; 
Therapeutic  Equivalence  Evaluations 

Pharmaceutical  Manufacturers  and 
Distributors 

HCFA-19  Written  Notice  for  Non- 
Reimbursable  Services 
HCFA-55  Use  of  Federal  Funds  for  Certain 
Prescribed  Drugs 

FDA  13 — Bioresearch  Monitoring:  Standards 
for  Institutional  Review  Boards  for 
Clinical  Investigators 

FDA  14 — Bioresearch  Monitoring;  Informed 
Consent 

FDA  15 — Antibiotic  Certification;  Exemption 
of  Dermatologic  and  Vaginal  Drug 
Products 

FDA  16 — Antibiotic  Certification;  Exemption 
of  Systemic  Drug  Products 
FDA  17 — Bioresearch  Monitoring;  Obligations 
of  Sponsors  and  Monitors  of  Clinical 
Investigations 

FDA  18 — Bioresearch  Monitoring:  Obligations 
of  Clinical  Investigators 
FDA  19 — Drug  Efficacy  Study 

Implementation;  Abbreviated  New  Drug 
Applications  for  Post-1962  Drugs 
FDA  20 — Drug  Quality  Assurance:  Current 
Good  Manufacturing  Practice  for  Large 
Volume  Parcnterals 
FDA  21 — Drug  Quality  Assurance; 
Requirements  for  Designating  the 
Manufacturer's  Name  on  a  Drug  or  Drug 
Product  Label 

FDA  22 — New  Drug  Evaluation;  Public 
Disclosure  of  Specifications 
FDA  23 — New  Drug  Evaluation;  Revision  of 
IND/NDA  Regulations 
FDA  24 — Prescription  Drug  Advertising; 

Revision  of  Regulations 
FDA  25— Prescription  Drug  Labeling;  Policy 
on  Patient  Labeling 
FDA  26 — Biopharmaceutics  Program; 

Therapeutic  Equivalance  Evaluations 
FDA  66 — Maximum  Residue  Limits  for 
Ethylene  Oxide,  Ethylene  Chlorhydrin, 
and  Ethylene  Glycol 

Medical  Devices  and  Equipment 
Manufacturers  and  Distributors 

HCFA-10  End  Stage  Renal  Disease — 
Electrical  Requirements  Revoked 
HCFA-13  Conditions  of  Participation  for 
Skilled  Nursing  Facilities  and 
Intermediate  Care  Facilities 
HCFA-17  Radiological  Services 
HCFA-19  Written  Notice  for  Non- 
Reimbursable  Services 
HCFA-23  Durable  Medical  Equipment 
HCFA-34  Proposed  List  of  Additional  Items 
and  Services  Subject  to  the  Lowest 
Charge  Level 

HCFA-36  Family  Planning 
HCFA-39  Hearing  Aid  and  Eyeglass 
Reimbursement 


FDA  13 — Bioresearch  Monitoring:  Standards 
for  Institutional  Review  Boards  for 
Clinical  Investigators 

FDA  14 — Bioresearch  Monitoring;  Informed 
Consent 

FDA  17 — Bioresearch  Monitoring;  Obligations 
of  Sponsors  and  Monitors  of  Clinical 
Investigations 

FDA  18 — Bioresearch  Monitoring;  Obligations 
of  Clinical  Investigators 
FDA  57 — Investigational  Device  Exemptions 
FDA  58 — Classification  of  Preenactment 
Devices 

FDA  59 — Regulations  to  Require  Premarket 
Approval 

FDA  60 — Premarket  Approval  Procedural 
Regulation 

FDA  61 — Product  Development  Protocols 
FDA  62 — Performance  Standards  Procedural 
Regulation 

FDA  63 — Voluntary  Standards  Policy 
Statement 

FDA  64 — Restricted  Device  Regulation 
FDA  65 — Mandatory  Experience  Reporting 
FDA  66 — Maximum  Residue  Limits  for 
Ethylene  Oxide,  Ethylene  Chlorhydrin, 
and  Ethylene  Glycol 
FDA  67 — California  Application  for 
Exemption  from  Preemption 
FDA  68 — Applications  for  Exemption  from 
Preemption  for  State  and  Local  Hearing 
Aid  Requirements 

FDA  69 — Additional  Applications  for 

Exemption  from  Preemption  for  State  and 
Local  Hearing  Aid  Requirements 

Cosmetic  Manufacturers  and  Distributors 

FDA  13 — Bioresearch  Monitoring:  Standards 
for  Institutional  Review  Boards  for 
Clinical  Investigators 

FDA  14 — Bioresearch  Monitoring:  Informed 
Consent 

FDA  52 — Lead  Acetate 
FDA  53 — CTFA  Cosmetic  Ingredient 
Dictionary 

FDA  54 — Bubble  Bath  Products  Warnings 
Biomedical  Research  Facilities 

HCFA-43  Psychosurgery 
FDA  13 — Bioresearch  Monitoring;  Standards 
for  Insitutional  Review  Boards  for 
Clinical  Investigators 

FDA  14 — Bioresearch  Monitoring;  Informed 
Consent 

FDA  17 — Bioresearch  Monitoring;  Obligations 
of  Sponsors  and  Monitors  of  Clinical 
Investigations 

FDA  18 — Bioresearch  Monitoring:  Obligations 
of  Clinical  Investigators 
FDA  57 — Investigational  Device  Exemptions 

Animal  Drug  Manufacturers  and  Distributors 

FDA  16 — Antibiotic  Certification;  Exemption 
of  Systemic  Drug  Products 
FDA  21 — Drug  Quality  Assurance; 
Requirements  for  Designating  the 
Manufacturer's  Name  on  a  Drug  or  Drug 
Product  Label 

FDA  55 — Procedural  Regulations  for  Cyclic 
Review  of  Animal  Drugs 
FDA  56— Sensitivity  of  Method 
FDA  74 — Neomycin  Containing  Animal  Drugs 
FDA  75 — Sulfonamide  Containing  Animal 
Drugs 

,FDA  77 — Teat  Dips 

FDA  78 — Animal  Drugs  for  Minor  Species 
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FDA  79 — Sterility  and  Pyrogenicity  of  Animal 
Drugs 

FDA  80 — Approval  of  Supplemental  New 
Animal  Drug  Applications 

Animal  Feed  Manufacturers  and  Distributors 
FDA  76 — Medicated  Feed  Task  Force 
Implementation 

FDA  81 — Prohibited  Substances;  Deodorizer 
Distillates 

Biological  Product  Manufacturers  and 
Distributors 

FDA  1 — Antigen  E  Assay;  Potency  Standards 
FDA  2 — Limulus  Amebocyte  Lysate  (LAL); 

Specific  Manufacturing  Standards 
FDA  3 — Allergenic  Source  Material 
Standards 

FDA  4 — Radioallergosorbent  Test  (RAST); 
Potency  Test 

FDA  5 — Error  and  Accident  Reports;  Amend 
Blood  GMPs 

FDA'6 — Reorganize  Whole  Blood  Regulations 
FDA  7 — Commonality  of  Blood  Labeling; 

Uniform  Labeling  Requirements 
FDA  8 — Notification  of  FDA  Regarding 

Adverse  Reactions;  Recordkeeping  and 
Reporting  Requirements 
FDA  9 — Panel  on  Review  of  Allergenic 
Extracts;  Product  Effectiveness 
FDA  10 — Pane!  on  Review  of  Viral  Vaccines 
and  Rickettsial  Vaccines;  Product 
Effectiveness  » 

FDA  11 — Panel  on  Review  of  Blood  and 
Blood  Products;  Product  Effectiveness 
FDA  12 — Panel  on  Review  of  Bacterial 
Toxoids  and  Bacterial  Vaccines  with 
U.S.  Standards  of  Potency;  Product 
Effectiveness 

FDA  13 — Bioresearch  Monitoring:  Standards 
for  Institutional  Review  Boards  for 
Clinical  Investigators 

FDA  14 — Bioresearch  Monitoring;  Informed 
Consent 

FDA  17 — Bioresearch  Monitoring;  Obligations 
of  Sponsors  and  Monitors  of  Clinical 
Investigations 

FDA  18 — Bioresearch  Monitoring;  Obligations 
of  Clinical  Investigators 
FDA  21 — Drug  Quality  Assurance; 
Requirements  for  Designating  the 
Manufacturer’s  Name  on  a  Drug  or  Drug 
Product  Label 

FDA  23 — New  Drug  Evaluation;  Revision  of 
IND/NDA  Regulations 
FDA  24 — Prescription  Drug  Advertising; 

Revision  of  Regulations 
FDA  25 — Prescription  Drug  Labeling;  Policy 
on  Patient  Labeling 

Food  Manufacturers  and  Distributors 

FDA  13 — Bioresearch  Monitoring  Standards 
for  Institutional  Review  Boards  for 
Clinical  Investigators 

FDA  14 — Bioresearch  Monitoring;  Informed 
Consent 

FDA  17 — Bioresearch  Monitoring;  Obligations 
of  Sponsors  and  Monitors  of  Clinical 
Investigations 

FDA  18 — Bioresearch  Monitoring;  Obligations 
of  Clinical  Investigators 
FDA  27 — Summary  of  Food  Labeling 
Hearings 

FDA  28 — Cholesterol-Free  Egg  Substitute 
FDA  29 — Plant  Protein;  Common  or  Usual 
Names  for  Foods,  Vegetable  Protein 
Products  W'hich  Resemble  and  Substitute 


for  Meats,  Seafood,  Poultry,  Eggs,  or 
Cheese 

FDA  30 — Sugar  Labeling  of  Foods 
FDA  31 — General  Principles  for  the  Addition 
of  Nutrients  to  Food 

FDA  32 — Liquid  Protein  Warning  Statement 
FDA  33 — Aflatoxin  in  Peanuts 
FDA  34 — Color  Certification;  Procedures  for 
Non-Conforming  Batches 
FDA  35 — Use  of  Food  Preservatives  BHT 
FDA  36— Procedural  Regulations  for  the 
Cyclic  Review  and  Priority  Listing  of 
Food  and  Color  Additives 
FDA  37 — Net  Weight 
FDA  38 — Caffeine 

FDA  39 — GRAS  Whey;  Whey  Products  and 
Hydrogen  Peroxide  Used  in  Whey 
Treatments 

FDA  40 — Retortable  Pouch 
FDA  41 — Xylitol 

FDA  42 — Food  and  Color  Additives;  Risk 
Assessment 

FDA  43 — Trichloroethylene 
FDA  44 — Use  of  Chlorine  Gas  in  an  Aqueous 
Solution 

FDA  45 — Nitrite  as  Color  Additive  in  Bacon 
FDA  46 — Prior  Sanction  Status  of  Nitrates  in 
Poultry  Products 

FDA  47 — Safety  of  Food  Ingredients  Sucrose 
and  Corn  Sugar 

FDA  48 — Optional  Ingredient  Labeling 
Regarding  Certain  Food  Standards 
FDA  49 — National  Shellfish  Safety  Program 
FDA  50 — Dietary  Supplement  of  Vitamins 
and  Minerals 

FDA  51 — Labeling  of  Sodium  and  Potassium 
Content  of  Foods 

Pharmacists 

FDA  25 — Prescription  Drug  Labeling;  Policy 
on  Patient  Labeling 
FDA  26 — Biopharmaceutics  Program; 
Therapeutic  Equivalence  Evaluations 

All  Organizations 
OS-1  Age  Discrimination 
Mining  Industry 

PHS-18  National  Institute  for  Occupational 
Safety  and  Health  Investigative 
Procedures;  Mining  Amendments 
PHS-43  Program  Grants  for  Black  Lung 
Clinics 

Alcohol  and  Drug  Facilities 

PHS-46  Grants  for  Drug  Abuse  Prevention 
Treatment,  and  Rehabilitation; 
Requirements  for  State  Participation  in 
Formula  Grants 

PHS-47  Special  Grants  for  Implementation  of 
the  Uniform  Alcoholism  and  Intoxication 
Treatment  Act;  Requirements  for  Grants 
and  Application  for  Grants 
PHS-48  Confidentiality  of  Alcohol  and  Drug 
Patient  Records;  Minimum  Requirements 
for  Protecting 

Indian  Tribes  and  Tribal  Organizations 
Health  Facilities 

PHS-32  Grants  for  Development, 
Construction,  and  Operations  of 
Facilities  and  Services 

State  Medicaid  Agencies 
HCFA-36  Family  Planning 
HCFA-37  Reasonable  Cost-Related 

Reimbursement  for  Skilled  Nursing  and 
Intermediate  Care  Facility  Services 


HCFA-38  State  Medicaid  Contracts 
HCFA-39  Hearing  Aid  and  Eyeglass 
Reimbursement 

HCFA-40  Assignments  of  Benefits 
Collection  of  Medicaid  Support 
HCFA-41  Medicaid  Quality  Control  System 
Expansion  of  Information  Requirements 
HCFA-42  Medicaid  Management 

Information  Systems/Additional  Data 
Requirements 

HCFA-43  Medicaid  Quality  Control  Fiscal 
Disallowance — Michel  Amendment 
HCFA-44  Psychosurgery 
HCFA-45  Verification  of  Services 
HCFA-47  Recovery  and  Sanctions: 
Medicaid 

HCFA-55  Use  of  Federal  Funds  for  Certain 
Prescribed  Drugs 

Other 

HCFA-24  Prohibition  Against 
Reassignments 

HCFA-45  Verification  of  Services 
HCFA-46  Withholding  Payments  on 
Suspicion  of  Fraud 
HCFA-47  Recovery  and  Sanctions; 
Medicaid 

OCR-2  Provisions  of  Services  to  Limited 
English  Speaking  Persons 

EDUCATION 
State  Education  Agencies 
ASE-19  Adult  Education  Program 
ASE-41  Arts  in  Education  Program 
ASE-34  Basic  Skills  and  Educational 
Proficiency  Programs 
ASE-13  Bilingual  Education  Programs 
ASE-38  Centers  on  Educational  Media  and 
Materials  for  the  Handicapped  Program 
ASE-37  Commissioner’s  Discretionary 
Projects  Program 

ASE-32  Community  Education  Program 
ASE-21  Consumers  Education  Program 
ASE-33  Cooperative  Education 
ASE-17  Correction  Education 
Demonstration  Program 
ASE-12  Education  Division  General 
Administrative  Regulations 
ASE-29  Education  Appeals  Board 
ASE-14  Environmental  Education  Program 
ASE-26  Ethnic  Heritage  Studies  Program 
ASE-44  Financial  Assistance  for 
Construction,  Reconstruction,  and 
Renovation  of  Higher  Education 
Facilities 

ASE-35  Gifted  and  Talented  Children's 
Education  Program 
ASE-7  Health  Education  Program 
ASE-42  Indian  Education  Program 
ASE-15  Indochina  Refugee  Children 
Assistance  Program 

ASE-47  Consolidated  Grant  Applications 
for  Insular  Areas  Application 
ASE-36  Law-Related  Education 
ASE-20  Metric  Education  Program 
ASE-30  National  Diffusion  Network 
ASE-9  Population  Education  Program 
ASE-10  Preschool  Partnership  Program 
ASE-16  Title  I,  ESEA — Financial  Assistance 
to  LEAs  and  SEAs  to  Meet  Special 
Educational  Needs 

ASE-11  Title  I,  ESEA — Awarding  of  Special 
Grants  to  LEAs 

ASE-3  Title  I,  ESEA — Migrant  Education 
Program 

ASE-2  Title  IV,  ESEA — Eduational 

Improvement,  Resources,  and  Support 
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ASE-17;1  Title  V,  ESEA — Strengthening 
State  Educational  Agency  Management 
ASE-40  Women’s  Educational  Equity  Act 
Program 

OCR-3  Access  to  Education  Programs  for 
National  Origin  Minority  Children  With 
a  Primary  or  Home  Langauge  Other  than 
English 

Local  Education  Agencies 
ASE-19  Adult  Education  Program 
ASE-41  Arts  in  Education  Program 
ASE-34  Basic  Skills  and  Educational 
Proficiency  Program 
ASE-13  Bilingual  Education  Programs 
ASE-4  Biomedial  Sciences  Program 
ASE-38  Centers  on  Educational  Media  and 
Materials  for  the  Handicapped  Program 
ASE-37  Commissioner’s  Discretionary  . 
Projects  Program 

ASE-22  Community  Education  Program 
ASE-21  Consumer’s  Eduation  Program 
ASE-33  Cooperative  Education  Program 
ASE-17  Correction  Education 
Demonstration  Program 
ASE-12  Education  Divison  General 
Administrative  Regulations 
ASE-29  Education  Appeals  Board 
ASE-14  Environmental  Education  Program 
ASE-25  Emergency  School  Aid — General 
ASE-26  Ethnic  Heritage  Studies  Program 
ASE-8  Follow  Through  Program 
ASE-35  Gifted  and  Talented  Children’s 
Education  Program 
ASE-7  Health  Education  Program 
ASE-42  Indian  Education  Program 
ASE-15  Indochina  Refugee  Children 
Assistance  Program 

ASE-47  Consolidated  Grant  Applications 
for  Insular  Areas  Application 
ASE-36  Law-Related  Education 
ASE-20  Metric  Education  Program 
ASE-30  National  Diffusion  Network 
ASE-9  Population  Education  Program 
ASE-10  Preschool  Partnership  Program 
ASE-43  School  Assistance  in  Federally 
Affected  Areas 

ASE-5  Safe  Schools  Program 
ASE-16  Title  I,  ESEA — Financial  Assistance 
to  LEAs  and  SEAs  to  Meet  Special 
Educational  Needs 

ASE-11  Title  I.  ESEA — Awarding  of  Special 
Grants  to  LEAs 

ASE-3  Title  I,  ESEA — Migrants  Education 
Program 

ASE-2  Title  IV,  ESEA — Educational 

Improvement,  Resources,  and  Support 
ASE-40  Women's  Educational  Equity  Act 
Program 

OCR-3  Access  to  Educational  Programs  for 
National  Origin  Minority  Children  With 
a  Primary  or  Home  Language  Other  than 
English 

Public  and  Private  Non-Profit  Agencies 
ASE-19  Adult  Education  Program 
ASE-41  Arts  in  Eduation  Program 
ASE-13  Bilingual  Education  Programs 
ASE-37  Commissioner’s  Discretionary 
Projects  Program 

ASE-21  Consumers’  Education  Program 
ASE-17  Correction  Education 
Demonstration  Program 
ASE-12  Education  Division  General  v 
Administrative  Regulations 


ASE-39  Education  Division  General 
Administrative  Regulation — Debt 
Collections 

ASE-14  Environmental  Education  Program 
ASE-26  Ethnic  Heritage  Studies  Program 
ASE-35  Gifted  and  Talented  Children’s 
Education  Program 
ASE-7  Health  Education  Program 
ASE-15  Indochina  Refugee  Children 
Assistance  Program 
ASE-20  Metric  Education  Program 
ASE-30  National  Diffusion  Network 
ASE-9  Population  Education  Program 
ASE-10  Preschool  Partnership  Program 
ASE-16  Title  I,  ESEA — Financial  Assistance 
to  LEAs  and  SEAs  to  Meet  Special 
Educational  Needs 
ASE-2  Title  IV,  ESEA — Educational 

Improvement,  Resources,  and  Support 
ASE-40  Women's  Educational  Equity  Act 
Program 

ASE-23  Youth  Employment  Program 

Colleges  and  Universities 

PHS-30  Indian  Health  Care  Improvement 
Act  Programs 

PHS-63  Interdisciplinary  Team  Training 
and  Curriculum  Development  for  Health 
Manpower  Training 

PHS-67  Grants  for  Allied  Health  Projects 
PHS-74  Health  Systems  Agency  Review  of 
Certain  Proposed  Uses  of  Federal  Funds; 
Proposed  Uses  for  Research  and  Training 
FDA  13 — Bioresearch  Monitoring:  Standards 
for  Institutional  Review  Boards  for 
Clinical  Investigators 

FDA  14 — Bioresearch  Monitoring;  Informed 
Consent 

FDA  17 — Bioresearch  Monitoring;  Obligations 
of  Sponsors  and  Monitors  of  Clinical 
Investigations 

FDA  18 — Bioresearch  Monitoring;  Obligations 
of  Clinical  Investigators 
FDA  57 — Investigational  Device  Exemptions 
FDA  71 — Recommendations  for  National 
Standards  for  Medical  Radiation 
Technologists 

ASE-32  Domestic  Mining  and  Mineral 
Fellowships 

ASE-12  Education  Division  General 
Administrative  Regulations 
ASE-14  Environmental  Education  Program 
ASE-44  Financial  Assistance  for 
Construction,  Reconstruction,  and 
Renovation  of  Higher  Education 
Facilities 

ASE-8  Follow  through 
ASE-31  Eligibility  of  Foreign  Medical 
School 

ASE-35  Gifted  and  Talented  Children’s 
Education  Program 

ASE-7  Health  Education  Assistance  Loan 
Program 

ASE-42  Indian  Education  Program 
ASE-20  Metric  Education  Program 
ASE-28  Modern  Foreign  Language  and  Area 
Studies 

ASE-30  National  Diffusion  Network 
ASE-9  Population  Education  Program 
ASE-10  Preschool  Partnership  Program 
ASE-46  Territorial  Teacher  Training 
Program 

ASE-4  Biomedical  Medical  Sciences 
Program 

ASE-45  Campus-Based  Funding  Program 
ASE-38  Centers  on  Educational  Media  and 
Materials  for  the  Handicapped  Program 


ASE-37  Commissioner’s  Discretionary 
Projects  Program 

ASE-21  Consumers’  Education  Program 
ASE-17  Correction  Education 
Demonstration  Program 

Vocational  Schools 

ASE-37  Commissoner’s  Discretionary 
Projects  Program 

ASE-21  Consumers’  Education  Program 
ASE-17  Correction  Education 
Demonstration  Program 
ASE-12  Education  Division  General 
Administrative  Regulations 
ASE-20  Metric  Education  Program 
ASE-30  National  Diffusion  Network 
ASE-24  Vocational  Education 
ASE-23  Youth  Employment  Program 

Graduate  and  Professional  Schools 
PHS-51  Traineeships  for  Students  in 
Schools  of  Puljlic  Health  and  Other 
Graduate  Public  Health  Programs 
PHS-52  Traineeship  Grants  for  Health 

Administration,  Hospital  Administration 
or  Health  Policy  Analysis  and  Planning 
at  Public  or  Nonprofit  Private 
Educational  Institutions  Other  than 
Schools  of  Public  Health 
PHS-54  Scholarships  for  First- Year 

Students  of  Exceptional  Financial  Need 
PHS-55  Health  Professions  Capitation 
Grants 

PHS-56  Project  Grants  for  Establishment  of 
Departments  of  Family  Medicine 
PHS-57  Area  Health  Education  Centers 
PHS-58  Grants  for  Residency  Training  in 
General  Internal  Medicine  or  General 
Pediatrics 

PHS-59  Grants  for  Training  in  Family 
Medicine 

PHS-61  Grants  to  Schools  of  Medicine, 
Dentistry,  Public  Health,  Osteopathy, 
Optometry,  Podiatry,  Pharmacy,  and 
Veterinary  Medicine  for  Start-up 
Assistance 

PHS-62  Health  Professions  Financial 
Distress  Grants 

PHS-63  Interdisciplinary  Team  Training 
and  Curriculum  Development  for  Health 
*  Manpower  Training 
PHS-64  Grants  for  Training  in  Emergency 
Medical  Services 

PHS-65  Grants  for  Graduate  Programs  in 
Health  Administration 

PHS-66  Special  Project  Grants  for  Graduate 
Programs  In  Public  Health 
PHS-67  Grants  for  Allied  Health  Projects 
PHS-68  Grants  for  Traineeships  for 
Advanced  Training  of  Allied  Health 
Personnel 

PHS-69  Grants  for  Nurse  Practitioner 
Traineeships  Programs 
PHS-70  Grants  for  Traineeships  for  the 
Advanced  Training  of  Professional 
Nurses 

PHS-71  Grants  for  Traineeships  for 
Training  Nurse  Anesthetists 
PHS-74  Health  Systems  Agency  Reviews  of 
Certain  Proposed  Uses  of  Federal  Funds; 
Proposed  Uses  for  Research  and  Training 
ASE-4  Biomedical  Sciences  Program 
ASE-45  Campus-Based  Funding  Programs 
ASE-38  Centers  on  Educational  Media  and 
Materials  for  the  Handicapped  Program 
ASE-37  Commissioner's  Discretionary 
Projects  Program 
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ASE-12  Education  Division  General 
Administrative  Regulations 

ASE-44  Financial  Assistance  for 
Construction,  Reconstruction,  and 
Renovation  of  Higher  Education 
Facilities 

ASE-35  Gifted  and  Talented  Children's 
Education  Program 

ASE-32  Graduate  Professional 
Opportunities 

ASE-36  Law-Related  Education 

All  Organizations 


SSA-10  Coverage  and  Conditions  of 
Financial  Assistance  Programs; 
Residence 

SSA-13  Administrative  and  Fiscal 
Requirements  for  Federal  Financial 
Participation  in  Financial  Assistance  to 
Individuals 

SSA-25  Coverage  of  Employees  of  State 
and  Local  Governments 

SSA-27  Disability 

SSA-41  Interim  Assistance  Provisions 

SSA-42  Pass  Along  Benefit  Increase  With 
Limitation  for  Hold-Harmless  States 


Child  Care  Facilities 

HDS-7  Title  IV-B  Child  Welfare  Services: 
General  Rules 

HDS-8  Child  Abuse  and  Neglect  Prevention 
and  Treatment  Program:  General  Rules 

Residential  Care  Facilities 
HDS-4  Developmental  Disabilities  Program: 
General  Rules 

HDS-7  Title  IV-B  Child  Welfare  Services: 
General  Rules 

HDS-8  Child  Abuse  and  Neglect  Prevention 
and  Treatment  Program:  General  Rules 


OS-1  Age  Discrimination  Regulations 

Other 

ASE-17  Correction  Education 
Demonstration  Program 
ASF, — 12  Education  Division  General 
Administrative  Regulations 
ASE-39  Education  Division  General 
Administrative  Regulations — Debt 
Collections 

ASE-29  Education  Appeals  Board 
OCR-2  Provisions  of  Services  to  Limited 
English  Speaking  Persons 

INCOME  MAINTENANCE 
State  and  Local  Governments 
SSA-1  Incentive  Adjustment  for  Quality 
Control  in  Federal  Financial 
Participation  in  the  AFDC  Program 
SSA-2  Reduction  in  Federal  Financial 
Participation 

SSA-3  Access  to  Wage  Record  Information 
SSA-4  Quality  Control  Reviews — General 
Administration 

SSA-5  State  Plan  for  Methods  of  Personnel 
Administration 

SSA-6  Federal  Matching  Funds  for  State 
and  Local  Training 


All  Organizations 

OS-1  Age  Discrimination  Regulations 

Other 

OCR-2  Provisions  of  Services  to  Limited 
English  Speaking  Persons 

SOCIAL  SERVICES 

State  and  Local  Government  Agencies 

HDS-1  Grants  for  States  and  Community 
Programs  on  Aging:  General  Rules 

HDS-3  Vocational  Rehabilitation  and 
Independent  Living  Program:  General 
Rules 

HDS-4  Developmental  Disabilities  Program: 
General  Rules 

I IDS-7  Title  IV-B  Child  Welfare  Services: 
General  Rules 

HDS-8  Child  Abuse  and  Neglect  Prevention 
and  Treatment  Program:  General  Rules 

SSA-5  State  Plan  for  Methods  of  Personnel 
Administration 

SSA-6  Federal  Matching  Funds  for  State 
and  Local  Training 

SSA-40  Referrals  of  Persons  Eligible  for  SSI 
to  Other  Agencies 


Vocational  and  Rehabilitation  Facilities 

HDS-3  Vocational  Rehabilitation  and 
Independent  Living  Programs:  General 
Rules 

SSA^IO  Referrals  of  Persons  Eligible  for  SSI 
to  Other  Agencies 

Local  Services  (i.e„  nutrition,  counseling) 

HDS-1  Grants  for  States  and  Community 
Programs  on  Aging:  General  Rules 

All  Organizations 

OS-1  Age  Discrimination  Regulations 

OS-2  Day  Care  Requirements 

Other 

HDS-2  Grants  to  Indian  Tribal 

Organizations  Social  and  Nutrition 
Service:  General  Rules 

HDS-5  Social  Service  Programs: 

Consolidated  Grants  to  Insular  Areas 

HDS-6  Native  American  Program:  General 
Rules 

HDS-10  Social  Service  Programs  under 
Titles  I,  IV,  X,  XIV,  XVI(AABD)  and  XX 
of  the  Social  Security  Act:  Relocation  to 
Chapter  XIII  of  45  CFR 

OCR-2  Provisions  of  Services  to  Limited 
English  Speaking  Persons 


Department  of  Health,  Education,  and  Welfare  Semiannual  Regulations  Agenda  and  Review  List 

Public  Health  Service 


Title 


Summary 


Contact 


Decision  quarter 


Notice  of  Proposed  Rulemaking 
Oct.-Dec  1979. 


8  Why  Significant  This  revision  brings  up  to  date  these  regulations  which 
were  last  revised  in  1970,  by  making  minor  additions,  improving  readability 
and  extending  coverage  to  the  PHS  Hospital,  Staten  Island,  over  which  the 
U  S.  has  exclusive  or  concurrent  jurisdiction. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  This  revision  is  necessary  in  order  to  comply  with  the  Department  s 
program  of  recodification  and  "Operation  Common  Sense." 

E  Legal  Basis  Sec.  1-5.  62  Stat.  281,  as  amended.  75  Stat.  574  (40  USC. 
318-318d),  Sec.  205.  63  Stat.  389,  as  amended.  64  Stat  591,  76  Slat.  414 
(40  U.S.C  486);  Delegations  of  Authority  33  FR  604.  41  FR  19162,  41  FR 
34346,  44  FR  15774. 

F.  Chronology:  Notice  of  Decision  to  Regulate  published  July  20,  1979  (44  FR 
42727). 


PHS-1— Conduct  of  Persons  and  Traffic  on  A.  Description:  These  regulations  govern  the  conduct  of  individuals  and  traffic  William  G.  Ketterer.  Senior 


Certain  Federal  Enclaves  Revision  of  Gen¬ 
eral  Rules. 


on  the  National  Institutes  of  Health  reservation  in  Bethesda,  Md.  and  will  be 
extended  to  cover  the  U  S  PHS  Hospital  at  Staten  Island.  N  Y.  The  regula¬ 
tions  deal  with  traffic;  parking;  buildings  and  grounds;  prohibited  activities 
such  as  gambling,  nuisances  and  discrimination;  and  specify  penalties 


Attorney,  NIH,  Office  of  the 
General  Counsel.  National 
Institutes  of  Health.  Bethesda, 
Md  20205.  (301)  496-6043. 


PHS-2— National  Library  of  Medicine  Pro¬ 
grams:  Revision  of  General  Rules  for  the 
National  Library  of  Medicine.  National  Li¬ 
brary  of  Medicine  Grants.  National  Insti¬ 
tutes  of  Health  and  National  Library  of 
Medicine  Traineeships,  and  National  Insti¬ 
tutes  of  Health  and  National  Library  of 
Medicine  Training  Grants 


A  Description:  There  are  4  NLM  regulations  undergoing  revision.  The  regula¬ 
tions  at  42  CFR  Part  4  relate  to  the  access  of  facilities  and  library  collec¬ 
tions.  Those  at  42  CFR  Part  59a  deal  with  the  NLM  extramural  programs. 
These  rules  provide  guidance  for  applying  for  grants  for  establishing,  ex¬ 
panding  and  improving  basic  library  resources  and  for  establishing  Regional 
Medical  Libraries.  The  regulations  at  42  CFR  Part  63  deal  with  both  NIH  and 
NLM  traineeships.  The  regulations  at  42  CFR  Part  64  govern  the  training 
grants  of  NIH  and  NLM. 

B  Why  Significant:  These  proposed  amendments  will  bring  up  to  date  the 
NLM  regulations  by  (1)  improving  readability  by  the  use  of  the  HEW  Oper¬ 
ation  Common  Sense  principles,  and  (2)  allowing  for  inclusion  of  updated 
nondiscrimination  language.  In  addition,  the  regulation  at  42  CFR  Part  59a 
will  be  revised  to  remove  the  requirement  of  providing  photocopies  of  bio¬ 
medical  materials  without  charge  to  users. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  Those  revisions  are  necessary  to  comply  with  the  Department's  pro¬ 
grams  of  recodification  and  "Operation  Common  Sense." 

E.  Legal  Basis.  42  USC  216,  42  USC  276  and  42  USC  280b-2. 

F.  Chronology:  This  proposal  is  currently  under  review.  When  the  review  is 
completed  and  proposal  approved,  the  Department  will  publish  a  Notice  of 
Decision  to  Regulate. 


Kenneth  Camey.  Acting 
Executive  Officer.  National 
Library  of  Medicine.  Bethesda. 
Md.  20209.  (301)  496-6491. 


Notice  of  Decision  to  Regulate 
Oct.-Dec.  1979. 

Notice  of  Proposed  Rulemaking 
Jan. -March  1980. 
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Title  Summary  Contact  Decision  quarter 

D.  Need  The  National  Research  Act.  requires  the  Secretary  to  publish  all  rec¬ 
ommendations  ot  the  National  Commission  for  the  Protection  of  Human 
Subjects  of  Biomedical  and  Behavioral  Research  in  the  Federal  Register, 
to  solicit  public  comment,  to  consider  the  recommendations  and  relevant 
comments  and  to  take  appropriate  action  with  respect  to  the  recommenda¬ 
tions  and  comments.  The  Secretary  decided  to  issue  regulations  on  this 
subject. 

E.  Legal  Basis:  5  U.S.C.  301. 

F.  Chronology  Recommendations  of  the  Commission  regarding  Those  Institu¬ 
tionalized  as  Mentally  Disabled  published  March  17,  1978  (43  FR  11328). 

Comment  period  ended  May  16.  1978.  Notice  of  decision  to  develop  regula¬ 
tions  published  April  24,  1978  (43  FR  17375).  Notice  of  Proposed  Rulemak¬ 
ing  published  Nov.  17,  1978  (43  FR  53950).  Comment  period  originally 
ended  Jan.  16,  1979,  but  was  extended  by  the  NPRM  on  IRBs  to  Nov.  12, 

1979. 

A  Description:  These  regulations  would  require  institutions  applying  for  DHEW  F.  William  Dommel.  Jr..  J.D. 
grants  or  contracts  in  support  of  research  involving  human  subjects  to  pro-  Assist  Dir  for  Regs.,  Office 
vide  assurances  that  they  have  in  force  mechanisms  to  provide  compensa-  for  Protection  from  Research 
ton  for  individuals  who  suffer  injury  as  a  result  of  their  participation  as  sub-  Risks,  National  Institutes  of 
jects.  Health,  Bethesda.  Md  20205, 

B.  Why  Significant:  At  present,  whether  or  not  an  injured  research  subject  can  (301)  496-7163. 
receive  any  compensation  depends  upon  whether  the  researcher  was  negli¬ 
gent  or  upon  such  nonresearch  related  factors  as  whether  the  subject  was 
a  Federal  employee  or  covered  by  some  other  form  of  worker's  compensa¬ 
tion  or  health  insurance.  This  regulation  will  correct  that  situation. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need  On  May  7,  1975,  the  Department  formed  the  Task  Force  on  Com¬ 
pensation  of  Injured  Research  Subjects.  The  Task  Force  concluded  in  its 
report,  issued  in  Jan.  1977,  that  establishment  of  a  compensation  mecha¬ 
nism  was  clearly  indicated.  The  Nat  I.  Commission  which  subsequently  re¬ 
viewed  the  report  agreed  with  this  conclusion.  By  promulgating  an  NPRM. 
the  Secretary  is  taking  administrative  action  on  the  recommendation  of  both 
the  Task  Force  and  the  National  Commission. 

E.  Legal  Basis:  5  U.S.C.  301. 

F.  Chronology  Interim  final  regulations  on  Informed  Consent;  Definition 
Amended  to  Include  Advice  on  Compensation  published  on  Nov.  3.  1978 
(43  FR  51559).  A  draft  proposed  NPRM  is  currently  under  review  by  the 
Ethics  Advisory  Board.  When  the  review  is  completed,  the  draft  NFRM  will 
be  sent  to  the  Secretary  for  her  consideration. 

PHS-9— Standards  tor  Clinical  Laboratory  A.  Description:  Unifies  and  integrates  Departmental  personnel  standards  af- 
Perscnnel— Requirements  for  Certification.  fecting  clinical  laboratories  so  that  they  may  be  more  uniformly  applied  to  all 

clinical  laboratories  under  the  aegis  of  the  Department.  The  proposed  revi¬ 
sion  also  will  update  personnel  qualification  requirements. 

B  Why  significant:  Existing  Department  personnel  standards  for  clinical  labo¬ 
ratones  apply  to  about  950  laboratories  licensed  under  the  Clinical  Labora- 
•  tories  Improvement  Act  of  1967  and  to  about  3400  Medicare  certified  inde¬ 

pendent  laboratories.  The  proposed  regulations  would  also  apply  to  about 
6700  Medicare  certified  hospital  laboratories. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need  Implementation  of  the  proposed  regulations  would  provide  for  uni¬ 
form  application  ot  one  set  of  personnel  standards  to  all  clinical  laboratories 
licensed  or  Medicare  certified  by  the  Department. 

E.  Legal  Basis:  For  laboratones  licensed  under  the  Clinical  Laboratories  Im- 
provment  Act  of  1967,  see  Section  353  of  the  Public  Health  Service  Act.  42 
U.S.C.  263a.  For  laboratories  certified  under  the  Medicare  program,  see 
Section  1861  (s)(3),  (10).  and  (11)  of  the  Social  Security  AcL  42  U.S.C. 

1395x(s)  (3),  (10)  and  (11). 

F.  Chronology  NPRM  published  on  October  12,  1979  (44  FR  58923).  Com¬ 
ment  period  ended  November  26,  1979. 

PHS-10 — Health  Incentive  Grants  for  Com-  A.  Description  Establishes  requirements  for  health  incentive  grants  to  States  Mr.  Dennis  D  Tolsma  Oflice  ot  Final  Rule— April-June  1980. 
prehensive  Public  Health  Services.  to  assist  them  in  providing  comprehensive  public  health  services.  Will  pro-  the  Center  Director.  Center  for 

vide  a  method  for  the  equitable  distribution  of  funds  among  State  and  local  Disease  Control.  1600  Clifton 

public  health  entities  within  the  State  and  define  program  accountability  Road,  NE.  Atlanta.  Georgia 

measures.  30333.  Phone:  (404)  329- 

B.  Why  significant:  State  and  local  health  agencies  have  the  primary  responsi-  3243,  FTS:  236-3243 
bility  for  a  broad  area  of  public  health:  health  protection  and  health  mainte¬ 
nance  directed  at  populations,  and  personal  health  services  directed  at  dis¬ 
advantaged  persons  and  those  at  special  risk.  This  program  makes  grants 

to  provide  a  Federal  sharing  in  the  costs  of  those  vital  services,  in  a  manner 
designed  to  encourage  State  and  local  health  entities  to  increase  their  own 
investments. 

C  Regulatory  Analysis:  Not  required. 

0.  Need:  To  implement  Section  314(d)  of  the  Public  Health  Service  Act,  as 
amended  by  the  Health  Services  and  Centers  Amendments  of  1978. 

E  Legal  Basis  42  U.S.C.  246d. 

F  Chronology:  Notice  of  Decision  to  Develop  Regulations  published  on  May  1, 

1979  (44  FR  25476).  NPRM  is  currently  under  review  When  the  review  is 
completed,  it  will  be  submitted  to  the  Secretary  of  Health,  Education,  and 
Welfare  for  approval  Comment  period  will  end  60  days  after  publication  of 
the  NPRM. 

PHS-11— Formula  Grants  to  States  for  Pre-  A.  Description:  Establishes  requirements  for  formula  grants  to  assist  States  in  Mr  Dennis  D  Tolsma.  Office  of  NPRM  April-June  1980 
ventive  Health  Service  Programs.  planning  and  developing  preventive  health  service  programs,  including  the  Center  Director.  Center  for 

meas -curable  goals  for  the  reduction  of  the  mortality  rate  for  one  or  more  of  Disease  Control,  1600  Clifton 
the  five  leading  causes  of  death.  Road.  NE.  Atlanta.  Georgia 

8  Why  significant:  Heart  disease,  cancer,  accidents,  stroke,  and  pneumonia/  30333.  Phene.  (404)  329- 

influenza  are  the  five  leading  causes  of  death.  A  significant  reduction  of  3243.  FTS  236-3243. 

these  death  rates  is  achievable  through  primary  and  secondary  prevention 
of  risk  factors  and  causative  conditions.  States  will  develop  and  implement 
preventive  health  services  target  on  the  leading  causes.  • 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  implement  Section  315  of  the  Public  Health  Service  Act. 


Dr.  Louis  C.  LaMotte,  Director.  Final  Rule— April-June  1980 

Licensure  and  Proficiency 
Testing  Division,  Bureau  of 
Laboratories,  Center  for 
Disease  Control.  1600  Clifton 
Road,  NE,  Atlanta.  Georgia 
30333.  Phone:  (404)  329- 
3824,  FTS:  236-3824 


PHS-8— Protection  of  Human  Subjects  Reg¬ 
ulations  on  Compensation  of  Human  Sub¬ 
jects  Injured  in  Biomedical  and  Behavioral 
Research. 
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PHS-12 — Grants  for  Preventive  Health  Serv¬ 
ices  (42  CFR  Part  51b):  Subpart  F— Grants 
for  Research.  Demonstrations,  and  Public 
Information  and  Education  for  the  Preven¬ 
tion  and  Control  of  Venereal  Diseases. 


PHS-13— Grants  for  Preventive  Health  Serv¬ 
ices  (42  CFR  Part  51b):  Subpart  H— 
Grants  for  Detection.  Treatment,  and  Pre¬ 
vention  of  Lead-Based  Paint  Poisioning. 


PHS- 14 — Interstate  Shipment  of  Etiologic 
Agents:  Packaging.  Labeling,  and  Shipping 
Requirements. 


PHS- 15—  Foreign  Quarantine  Regulations: 
Requirements  and  Inspections. 


PHS-16 — Importation  of  Dogs  and  Cats  Into 
the  United  States:  Changes  in  require¬ 
ments. 


E.  Legal  Basis:  42  U.S.C.  247. 

F.  Chronology:  Notice  of  Decision,  to  Develop  Regulations  published  on  May  1, 
1979  (44  FR  25476).  Comment  period  will  end  60  days  after  publication  of 
the  NPRM. 

A.  Description:  Established  requirements  for  research,  demonstrations  and 
public  information  and  education  grants  for  the  prevention  and  control  of  ve¬ 
nereal  disease  and  implements  an  amendment  to  Section  318  of  the  Public 
Health  Service  Act  that  at  least  5  percent  of  grant  funds  appropriated  under 
Section  318  for  the  prevention  and  control  of  venereal  diseases  be  expend¬ 
ed  for  this  program. 

B.  Why  significant:  Provides  regulatory  base  to  expand  capability  to  refine  ve¬ 
nereal  disease  prevention  and  control  technology. 

C.  Regulatory  Analysis.  Not  required. 

D.  Need:  To  implement  changes  made  to  Section  318(b)  of  the  Public  Health 
Service  Act  by  the  Health  Services  and  Centers  Amendments  of  1978. 

E.  Legal  Basis:  ection  318  of  the  Public  Health  Service  Act  (42  U.S.C.  247c), 
as  amended  by  the  Health  Services  and  Centers  Amendments  of  1978. 

F.  Chronology:  Notice  of  Decision  to  Develop  Regulations  published  Aphl  13, 
1979  (44  FR  22133).  Comment  period  will  end  60  days  after  publication  of 
NPRM. 

A.  Description:  Governs  the  award  of  grants  for  lead-based  paint  poisoning 
prevention  programs. 

3.  Why  significant:  Reflects  the  transfer  of  statutory  authority  for  the  program 
and  revisions  in  the  law  pertaining  to  advisory  committees  and  the  use  of 
local  resources. 

C.  Regulatory  Analysis.  Not  required 

D.  Need:  The  revised  regulation  is  necessary  to  reflect  both  the  transfer  of  the 
authority  for  this  program  from  the  Lead-Based  Paint  Poisioning  Prevention 
Act  to  Section  316  of  the  Public  Health  Service  Act  and  the  amendments  to 
the  authority. 

E.  Legal  Basis:  Section  316  of  the  Public  Health  Service  Act  (42  U.S.C.  247a). 
as  amended  by  the  Health  Services  and  Centers  Amendments  of  1978. 

F.  Chronology:  Notice  of  Decision  to  Develop  Regulations  published  Septem¬ 
ber  27.  1979  (44  FR  55602).  Comment  period  will  end  60  days  after  publi¬ 
cation  of  NPRM. 

A.  Description:  Provides  packaging  and  shipping  requirements  for  interstate 
shipment  of  etiologic  agents,  and  a  system  for  receiving  and  responding  to 
notifications  of  evidence  or  reports  of  damage  or  leakage  to  shipments  of 
regulated  materials  during  transit. 

B  Why  significant:  Prescribes  procedures  for  minimum  packaging  of  materials 
containing  etiologic  agents  which  are  transported  in  interstate  traffic  for  di¬ 
agnostic.  therapeutic,  research,  and  production  purposes  in  accordance  with 
individual  and  national  health  needs  and  interests. 

C.  Regulatory  analysis:  Not  required. 

D.  Need:  To  update  the  list  of  infectious  agents  any  new  viruses  which  have 
been  recognized  or  which  are  appropriate  to  add,  and  to  simplify  and/or 
clarify  the  description  of  the  materials  to  which  the  packaging,  labeling,  and 
shipping  requirements  are  applicable. 

E.  Legal  Basis:  Section  361  of  the  Public  Health  Service  Act  (42  U.S.C.  264). 

F.  Chronology:  Notice  of  Decision  to  Develop  Regulations  published  June  29, 
1979  (44  FR  37963).  NPRM  is  currently  under  review  When  the  review  is 
completed,  it  will  be  submitted  to  the  Secretary  of  Health.  Education,  and 
Welfare  for  approval.  Comment  period  will  end  60  days  after  publication  of 
the  NPRM. 

A.  Description:  Provides  procedures  on  preventing  the  introduction,  transmis¬ 
sion,  or  spread  of  communicable  diseases  from  foreign  countries  into  the 
United  States. 

B.  Why  significant:  The  procedures  affected  all  international  traffic  arriving  in 
the  U.S.  by  ship,  aircraft,  or  land  conveyances. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  update  the  regulations  in  accordance  with  current  concepts  of 
disease  surveillance,  investigation,  and  control. 

E.  Legal  Basis:  Section  361  of  the  Public  Health  Service  Act  (42  U.S.C.  264) 

F.  Chronology  Notice  of  Decision  to  Develop  Regulations  published  June  29, 
1979  (44  FR  37963).  Comment  period  will  end  60  days  after  publication  of 
the  NPRM. 

A.  Deschption ■  Modifies  requirements  for  importation  of  dogs  and  cats  into  the 
U.S.  by  (1)  eliminating  inspection  requirements  for  wild  dogs  and  wild  cats, 
and  vaccination  requirements  for  wild  dogs:  (2)  prescribing  currently  availa¬ 
ble  vaccines:  and  (3)  allowing  domestic  dogs  requiring  vaccination  to  be 
vaccinated  at  their  destination  rather  than  at  the  port  of  entry. 

B.  Why  significant:  The  regulation  is  intended  to  prevent  the  introduction  of 
communicable  disease,  especially  rabies,  with  the  importation  of  dogs  and 
cats  into  the  U.S. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  implement  revised  requirements  for  importing  dogs  and  cats  into 
the  U.S.  to  conform  to  currently  accepted  health  practices  and  to  provide 
flexibility  to  cope  with  the  frequent  changes  in  available  animal  rabies  vac¬ 
cines. 

E.  Legal  Basis:  Section  361  of  the  Public  Health  Service  Act  (42  U.S.C.  264). 

F.  Chronology:  Notice  of  Decision  to  Develop  Regulations  published  January 
31.  1979  (44  FR  6155).  NPRM  published  July  23,  1979  (44  FR  43005). 
Comment  period  ended  September  4,  1979. 


Dr.  Paul  J.  Wiesner,  Director.  NPRM— April-June  1980 

Venereal  Disease  Control 
Division.  Bureau  of  State 
Services,  Center  for  Disease 
Control,  Atlanta,  Georgia 
30333,  Phone:  (404)  329- 
3343,  FTS:  236-3343. 


Dr.  Vernon  N.  Houk,  Director,  NPRM— April-June  1980 

Environmental  Health  Services 
Division,  Bureau  of  State 
Services.  Center  for  Disease 
Control,  1600  Clifton  Road, 

NE,  Atlanta,  Georgia  30333, 

Phone:  (404)  262-6645,  FTS: 

236-6645. 


Dr.  John  H.  Richardson,  Final  Rule— April-June  1980. 

Director,  Office  of  Biosafety, 

Center  for  Disease  Control, 

1600  Clifton  Road,  NE, 

Atlanta,  Georgia  30333. 

Phone:  (404)  329-3885,  FTS: 

236-3885 


Mr.  Joseph  F.  Giordano,  NPRM— April-June  1380 

Director,  Quarantine  Division, 

Bureau  of  Epidemiology, 

Center  for  Disease  Control, 

1600  Clifton  Road,  NE, 

Atlanta,  Georgia  30333, 

Phone:  (404)  329-3674,  FTS: 

236-3674. 


Mr.  Joseph  F.  Giordano,  Final  Rule— January-March 

Director,  Quarantine  Division,  1980. 

Bureau  of  Epidemiology, 

Center  for  Disease  Control, 

1600  Clifton  Road,  NE, 

Atlanta.  Georgia  30333. 

Phone:  (404)  329-3674,  FTS: 

236-3674. 
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PHS-l  7— Medical  Examination  ot  Aliens 


A.  Description:  Provides  tor  the  physical  and  mental  examination  of  aliens 
within  the  United  States  or  in  other  countries  as  required  by  the  Immigration 
laws. 

B.  Why  significant:  The  regulations  provide  the  basis  for  the  physical  and 
mental  examination  of  aliens  to  determine  whether  the  aliens  are  afflicted 
with  any  of  the  excludable  conditions  as  stated  m  the  Immigration  and  Na¬ 
tionality  Act. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  implement  changes  in  accordance  with  current  epidemiological 
concepts  and  medical  diagnostic  standards. 

E.  Legal  Basis:  Section  325  of  the  Public  Health  Sendee  Act  (42  U.S.C.  264) 
and  Section  212(a)  of  the  Immigration  and  Nationality  Act  (8  U.S.C.  1182). 

F.  Chronology:  Notice  of  Decision  to  Develop  Regulations  published  June  29, 
1979  (44  FR  37962)  Comment  period  will  end  60  days  after  publication  of 
NPRM. 


Mr.  Joseph  F.  Giordano, 
Director,  Quarantine  Division, 
Bureau  of  Epidemiology. 
Center  for  Disease  Control, 
1600  Clifton  Road,  NE, 
Atlanta.  Georgia  30333. 
Phone:  (404)  329-3674,  FTS: 
236-3674. 


NPRM— April- June  1980. 


PHS- 18— National  Institute  for  Occupational  A.  Descnption:  This  rule  amends  existing  provisions  of  42  CFR  Parts  85  and 
Safety  and  Health  Investigative  Proce-  85a  to  include  current  procedures  for  NIOSH  health  hazard  evaluations  and 
dures;  Mining  Amendments.  field  research  investigations  in  the  mining  industry. 

B.  Why  significant:  Will  enable  NIOSH  to  develop  data  for  improved  health 
standards  to  reduce  health  risks  to  miners. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  impelement  NIOSH’s  expanded  research  authorities  under  the 
Federal  Mine  Safety  and  Health  Act  of  1977. 

E.  Legal  Basis:  30  U.S.C.  801  et.  seq. 

F.  Chronology:  NPRM  published  on  December  5.  1978  (43  FR  56918).  Com¬ 
ment  period  ended  January  4,  1979. 


Dr  James  Merchant.  Director, 
Division  of  Respiratory 
Diseases  Studies,  National 
Institute  for  Occupational 
Safety  and  Health,  CDC,  944 
Chestnut  Ridge  Road, 
Morgantown,  West  Virginia 
26505  Phone:  (304)  599- 
7474,  FTS:  923-7474.. 


Final  Rule — October- December 
1979. 


PHS- 19 — Subpart  A— Requirements 
Health  Maintenance  Organization. 


for 


a  A.  Description:  This  regulation  defines  the  health  benefits,  providers  ol  health 
services,  method  of  payment,  organization  and  operation,  and  special  re¬ 
quirements  concerning  Titles  XVIII  and  XIX  members. 

B  Why  Significant.  These  regulations  establish  requirements  for  basic  and 
supplemental  health  services  which  an  HMO  must  provide  its  members  for  a 
fixed,  prepaid  fee.  These  regulations  impact  on  98  federally  qualified  HMOs 
which  have  a  membership  of  5.1  million  persons,  as  of  September  1979. 

C.  Regulatory  Analysis:  Not  required 

D.  Need:  To  implement  the  HMO  Amendments  of  1978  and  to  revise  certain 
provisions  of  the  regulations  to  reflect  the  operating  experience  of  the  pro¬ 
gram. 

E.  Legal  Basis:  Sec.  215,  88  Stat.  690  (42  U.S.C.  216);  Secs.  1301-1318,  as 
amended.  92  Stat  2131-2141  (42  U.S.C.  300e-300e-17). 

F.  Chronology: 

—Notice  ot  Decision  to  Revise  Regulations.  44  FR  22133. 

—NPRM — 42  CFR  110.108(c)(1)  Full  and  Fair  Disclosure;  $  110.108(c)(2) 
Broadly  representative  enrollment;  110.108(s)  Reporting  and  disclosure 
under  the  Employee  Retirement  Income  Security  Act  of  1974  ("ERISA”). 
Comment  period:  6/22/79-8/21/79.  44  FR  36862-5. 

—NPRM— 42  CFR  Pari  110.  Health  Maintenance  Organizations;  Relationships 
Between  Federally  Qualified  Health  Maintenance  Organizations  and  Other 
Parties.  Comment  period:  7/18/79-9/17/79  44  FR  41838-41. 

—Interim  Regulations — 42  CFR  Part  110,  subparl  A.  Comment  period.  7/18/ 
79-9/17/79.  44  FR  42060-71. 


Howard  R.  Veit,  Director,  Office 
of  Health  Maintenance, 
Organizations.  Park  Building, 
12420  Parklawn  Drive, 
Rockville,  Maryland  20857, 
301/443-4106. 


Final  Rule  Jan.  1980. 


PHS-20— Subpart  B— Federal  Financial  As-  —A.  Descnption:  This  regulation  establishes  the  requirements  for  awarding 
sistance:  General.  grants,  loans,  and  loan  guarantees  to  public  and  private  entities  for  feasibil¬ 

ity  surveys,  planning  and  initial  development  activities  and  initial  operating 
costs  of  HMOs. 

B.  Why  Significant:  Substantial  interest  has  been  shown  by  public  and  private 
entities  in  developing  HMOs.  Approximately  305  organizations  have  received 
Federal  grant  and  loan  assistance  and  currently  81  organizations  are  active¬ 
ly  pursuing  HMO  development  with  grant  funds.  In  addition,  these  regula¬ 
tions  impact  on  health  systems  agencies  and  State  health  planning  and  de¬ 
velopment  agencies  in  their  evaluation  of  HMO  applications. 

C.  Regulatory  Analysis  Not  required. 

D.  Need:  To  implement  the  HMO  Amendments  of  1978. 

E.  Legal  Basis  Sec.  215,  58  Stat.  690  (42  U.S.C.  216);  Secs.  1301-1318.  as 
amended.  92  Stat.  2131-2141  (42  U  S.C.  300e-300e-17). 

F.  Chronology: 

—Notice  of  Decision  to  Revise  Regulations.  44  FR  22133. 

—NPRM— 42  CFR  Part  110,  subpart  B.  Comment  period:  3/17/78-5/16/78. 
43  FR  11472-6. 

— Final  regulations— 42  CFR  Part  110— subparl  b.  Comments  requested  on 
one  proposed  provision:  7/18/79-9/17/79.  44  FR  42074-79. 


Howard  R.  Veit.  Director.  Office 
of  Health  Maintenance 
Organizations.  Park  Building. 
12420  Parklawn  Drive, 
Rockville,  Maryland  20857, 
301/443-4106. 


Final  Rule  Dec.  1979 


PhS-21— Subpart  C — Grants  for  Feasibility  A.  Descnption:  This  regulation  establishes  the  requirements  for  conducting 
Surveys  surveys  to  determine  the  feasibility  of  developing  and  operating  HMOs  or 

expanding  the  operating  of  HMOs. 

B.  Why  Significant:  This  regulation  describes  the  assistance  for  feasibility  sur¬ 
veys  authorized  by  the  HMO  Act;  outlines  the  application  requirements  and 
project  elements  for  such  assistance. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  implement  the  HMO  Amendments  of  1978  and  conform  jvith 
other  HMO  regulations. 

E.  Legal  Basis  Sec  215,  58  Stat.  690  (42  U.S.C.  216);  Secs  1301-1318,  as 
amended.  92  Stat  2131-2141  (42  U.S.C.  300e-300e-17). 

F.  Chronology: 

—Notice  of  Decision  to  Revise  Regulations.  44  FR  22133. 

—Final  Regulations— 42  CFR  Part  110,  subpart  C.  43  FR  50182  (to  be  re¬ 
vised). 


Howard  R..  Veit,  Director,  Office 
of  Health  Maintenance 
Organizations,  Park  Building, 
12420  Parklawn  Drive, 
Rockville.  Maryland  20857, 
301/443-4106. 


Final  Revised  Rule  (To  be 
determined). 


PHS-22— Subpart  D— Grants  and  Loan  A.  Descnption:  This  regulation  establishes  the  requirements  for  planning  and 
Guarantees  for  Planning  and  Initial  Devel-  intitial  development  projects  or  for  significant  expansion  of  the  membership 
opment  Costs  of,  or  areas  seived  by  qualified  HMOs. 

B.  Why  Significant:  This  regulation  describes  the  assistance  available  for  plan¬ 
ning  and  initial  development  projects  and  for  significant  expansion  of  the 
membership  of.  or  areas  served  by  qualified  HMOs 
-L  C.  Regulatory  Analysis:  Not  required. 


Howard  R.  Veit.  Director.  Office 
of  Health  Maintenance 
Organizations,  Park  Building, 
12420  Parklawn  Drive, 
Rockville,  Maryland  20857, 
301/443-4106. 


Final  Rule  (To  be  determined). 
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D.  Need:  To  implement  the  HMO  Amendments  of  1978  and  conform  with 
other  HMO  regulations. 

E.  Legal  Basis.  Sec.  215,  58  Stat  690  (42  U  S.C.  216);  Secs,  1301-1318,  as 
amended.  92  Stat.  2131-2141  (42  U.S.C.  300e-300e-17). 

F.  Chronology: 

—Notice  of  Decision  to  Revise  Regulations.  44  FR  22133. 

—Final  Regulations— 42  CFR  Pari  110,  subpart  D.  43  FR  50182  (In  OS  for 
clearance  and  publication  in  Federal  Register.  Comment  period:  60  days 
following  publication. 


PHS-23— Subpart  E— Loans  and  Loan  Guar-  A.  Description:  This  regulation  establishes  the  requirements  for  making  loans 
antees  for  Initial  Operating  Costs.  and  loan  guarantees  to  assist  HMOs  in  meeting  certain  initial  operating 

costs. 

B.  Why  Significant:  This  regulation  describes  the  assistance  available  for 
making  loans  and  loan  guarantees  to  assist  HMOs  in  meeting  certain  initial 
operating  cost  during  a  certain  period  of  time. 

C.  Regulatory  Analysis:  Not  required. 

D  Need:  To  implement  the  HMO  Amendments  of  1978. 

E.  Legal  Basis:  Sec.  215,  58  Stat.  690  (42  U.S.C.  216);  Secs.  1301-1318.  as 
amended.  92  Stat.  2131-2141  (42  U.S.C.  300e-300e-17). 

F.  Chronology: 

— Notice  of  Decision  to  Revise  Regulations.  44  FR  22133. 

— Intenm  Regulations— 42  CFR  Part  110,  subpart  E.  44  FR  10602-3  (In  OS 
for  clearance  and  publication  in  Federal  Register.)  Comment  period:  60 
days  following  publication. 


Howard  R.  Veit.  Director,  Office 
of  Health  Maintenance 
Organizations,  Park  Building, 
12420  Parklawn  Drive, 
Rockville,  Maryland  20857, 
301/443-4106. 


Final  Rule  Dec.  1979. 


PHS-24— Subpart  F — Qualification  of  Health  A.  Description:  This  regulation  establishes  the  requirements  tor  determining 
Maintenance  Organizations.  whether  an  entity  is  a  qualified  HMO. 

B.  Why  Significant:  This  regulation  describes  the  procedures  and  information 
that  an  HMO  must  provide  in  making  application  to  become  federally  quali¬ 
fied. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  update  program  changes  in  the  qualification  process  and  informa¬ 
tion  provided  the  public. 

E.  Legal  Basis:  Sec.  215,  58  Stat.  690  (42  U.S.C.  216);  Secs.  1301-1318.  as 
amended,  92  Stat.  2131-2141  (42  U.S.C.  300e-300e-17). 

F.  Chronology: 

— Notice  of  Decision  to  Revise  Regulations.  44  FR  22133. 

— Interim  Regulations— 42  CFR  Part  110,  subpart  F.  42  FR  29400-16.  (Under 
revision.) 

PHS-25— Subpart  H — Employees'  Health  A.  Descnption:  This  regulation  establishes  the  requirements  for  certain  em- 
Benefits  Plans.  ployers  and  States  and  political  subdivisions  of  States  to  include  in  any 

health  benefits  plans  offered  to  their  employees  the  option  of  membership 
in  qualified  HMOs. 

B.  Why  Significant:  This  regulation  describes  the  requirements  which  certain 
employers  and  States  and  political  subdivisions  of  States  must  follow  in  of¬ 
fering  the  HMO  option  to  their  employees.  This  regulation  impacts  on  all 
employers  with  25  or  more  employees  and  States  and  political  subdivisions 
of  States. 

C.  Regulatory  Analysis.  Not  required. 

D.  Need:  To  implement  the  HMO  Amendments  of  1978  and  to  revise  certain 
provisions  of  the  regulations  to  reflect  the  operating  experience  of  the  pro¬ 
gram. 

E.  Legal  Basis:  Sec.  215,  58  Stat  690  (42  U.S.C.  216);  Secs.  1301-1318,  as 
amended.  92  Stat.  2131-2141  (42  U.S.C.  300e-300e-17). 

F.  Chronology: 

— Notice  of  Decision  to  Revise  Regulations.  44  FR  22133. 

— NPRM— 42  CFR  Part  110,  subpart  H.  Comment  period:  7/18/79-9/17/79. 
44  FR  42083-91. 

—Final  regulation— 42  CFR  110.809  Payroll  Deductions.  Comment  period:  7/ 
18/79-9/17/79.  44  FR  42082. 


Howard  R.  Veit.  Director,  Office 
of  Health  Maintenance 
Organizations.  Park  Building, 
12420  Parklawn  Drive. 
Rockville,  Maryland  20857, 
301/443-4106. 


Howard  R.  Veit.  Director,  Office 
of  Health  Maintenance 
Organizations.  Park  Building. 
12420  Parklawn  Drive. 
Rockville,  Maryland  20857. 
301/443-4106. 


NPRM  (To  be  determined). 


Final  Rules  Feb.  1980 


PHS-26— Subpart  I — Continued  Regulation  A.  Descnption:  This  regulation  establishes  the  requirements  tor  continued 
of  HMOs  and  Other  Entities  compliance  of  federally  qualified  HMOs. 

B  Why  Significant:  This  regulation  describes  the  enforcement  and  compliance 
procedures  with  respect  to  HMOs  and  other  entities  which  fail  to  comply 
with  such  requirements. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  amend  the  enforcement  and  compliance  procedures  to  reflect  the 
operating  experience  of  the  program. 

E  Legal  Basis:  Sec  215,  58  Stat.  690  (U.S.C.  216);  Secs  1301-1318,  as 
amended.  92  Stat.  2131-2141  (42  U.S  C.  300e-300e-17) 

F.  Chronology: 

—Notice  of  Decision  to  Revise  Regulations.  44  FR  22133. 

—Final  Regulations— 42  CFR  Part  1 10,  subpart  I.  Comment  period:  none.  43 
FR  32254-6.  (Under  revision.) 


Howard  R.  Veit.  Director,  Office 
of  Health  Maintenance 
Organizations.  Park  Building. 
12420  Parklawn  Drive. 
Rockville.  Maryland  20357, 
301/443-4106. 


NPRM  (To  be  determined ) 


PHS-27— Subpart  J— Reconsiderations  and  A.  Descnption:  This  regulation  would  have  established  requirements  for  inves- 
Hearings  (NPRM).  tigating  and  determining  whether  HMOs  have  violated  the  HMO  Act  or  the 

regulations.  In  addition,  it  would  have  established  procedures  for  requiting 
reconsiderations  and  hearings  with  respect  to  denial  of  qualification  applica¬ 
tions. 

B.  Why  Significant:  This  regulation  described  the  requirements  for  investigating 
and  determining  whether  HMOs  have  violated  the  HMO  Act  or  regulations 
and  procedures  to  follow  in  requesting  reconsiderations  and  hearings  in  the 
denial  of  qualification  applicants. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need  To  establish  grievance  and  appeals  procedures. 

E  Legal  Basis:  Sec.  215,  58  Stat.  690  (42  U.S.C.  216);  Secs  1301-1318,  as 
amended.  92  Stat.  2131-2141  (42  U  S.C.  300e-300e-17). 

F.  Chronology: 

—Notice  of  Decision  to  Revise  Regulations.  44  FR  22133. 

—NPRM— Comment  period:  9/17/76-11/1/76.  41  FR  40292-5. 

—Notice  to  withdraw  this  NPRM  was  submitted  for  official  clearance  on  4/28/ 
79.  Since  the  conditions  that  prompted  the  NPRM  to  be  issued  have 
changed,  there  is  no  need  for  this  rule  to  be  published  It  has  been  deter- 


Howard  R.  Veit,  Director,  Ofice 
of  Health  Maintenance 
Organizations.  Park  Building. 
12420  Parklawn  Drive. 
Rockville,  Maryland  20857, 
301/443-4106. 


Notice  to  withdraw  NPRM  (To  be 
determined.)  , 
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mined  that  the  requirements  and  procedures  proposed  in  this  notice  have 
been  adequately  covered  in  other  regulations  which  have  been  recently 
published. 

PHS-28— New  Subpart  J— Loans  and  Loan  A.  Description:  This  regulation  establishes  the  requirements  tor  qualified 

Howard  R.  Veit,  Director,  Office 

Interim  Regulations  Jan.  1980. 

Guarantees  for  Acquisition  and  Construe-  HMOs  to  obtain  loans  and  loan  guarantees  to  acquire  or  construct  ambula- 

of  Health  Maintenance 

tion  of  Ambulatory  Health  Care  Facilities..  tory  health  care  facilities  and  acquire  equipment  for  those  facilities 

Organizations,  Park  Building, 

B  Why  Significant:  This  regulation  allows  the  Secretary  to  make  and  guaran- 

12420  Parklawn  Drive, 

tee  loans  to  qualified  HMOs. 

Rockville,  Maryland  20857, 

C.  Regulatory  Analysis:  Not  required. 

301/443-4106. 

D.  Need:  To  implement  the  HMO  Amendments  of  1978  concerning  the  author¬ 
ity  to  provide  loan  assistance  to  eligible  HMOs. 

E.  Legal  Basis:  Sec.  215,  58  Stat  690  (42  U.S.C.  216);  Secs.  1301-1318,  as 
amended,  92  Stat.  2131-2141  (42  U.S.C.  300e-300e-17). 

F.  Chronology: 

—Draft  interim  regulations  completed,  in  final  review  before  entering  official 
clearance.  Request  granted  on  6/30/79  to  publish  as  interim  regulations  be¬ 
cause  of  the  urgency  to  make  loan  assistance  available  as  quickly  as  possi¬ 
ble  to  certain  HMOs. 

PHS-29— New  Subpart— Grants  and  Cooper-  A.  Description:  This  regulation  establishes  the  requirements  for  the  award  of 

Howard  R.  Veit,  Director,  Office 

NPRM  (To  be  determined). 

ative  Agreement  for  Training  and  Technical  grants  and  cooperative  agreements  for  management  and  technical  assist- 

of  Health  Maintenance 

Assistance.  ance. 

Organizations,  Park  Building, 

B  Why  Significant  This  regulation  allows  the  Secretary  to  make  grant  funds 

12420  Parklawn  Drive. 

available  to  support  the  training  of  qualified  management  personnel. 

Rockville,  Maryland  20857, 

D  Need:  To  implement  the  HMO  Amendments  of  1978  to  support  manage- 

301/443-41C6. 

ment  training  activities 

E.  Legal  Basis:  Sec.  215,  58  Stat  690  (42  U.SC.  216);  Secs.  1301-1318,  as 
amended,  92  Stat  2131-2141  (42  U.S.C.  300e- 3003-1 7). 

F.  Chronology: 

-  — Draft  NPRM  under  development. 

PHS-30— Indian  Health  Care  Improvement  A.  Descnption:  Amends  42  CFR  36,  Subpart  J— Indian  Health  Care  Improve- 

Richard  J  McCloskey,  Indian 

NPRM  1st  Ouarter  1980. 

Act  Programs.  ment  Act  Program  (Pub  L  94-437)— to  reflect  conformance  with  the  De- 

Health  Service,  Room  6A-20, 

partment's  new  regulations  on  grant  administration  wnich  should  result  in 

5600  Fishers  Lane,  Rockville, 

greater  standardization  and  simplification  for  IHS  grant  administration  and  a 

Maryland  20857.  (301J-443- 

greater  reliance  on  the  grantee's  own  management  systems. 

1116). 

B.  Why  Significant:  The  regulations  will  conform  existing  IHS  grant  administra¬ 
tion  regulations  to  the  Department's  new  regulations  which  establishes  uni¬ 
form  requirements  for  the  administration  of  HEW  grants  and  principles  for 

determining  costs  applicable  to  activities  assisted  by  HEW  grants. 

C.  Regulatory  Analysis.  Not  required. 

D.  Need:  IHS  has  been  directed  by  the  Department  to  revise  42  CFR  36,  Sub¬ 
part  J,  as  required  by  the  Uniform  Administrative  Requirements  for  Grants- 

in-Aid  to  State  and  Local  Governments.  Circular  No.  A- 102,  Revised  (pub¬ 
lished  September  12,  1977,  42  FR  45828),  to  conform  to  the  Department's 
new  regulations  on  grant  administration  (45  CFR  Part  74). 

E.  Legal  Basis  5  U.S.C.  301;  42  FR  45828;  25  U.S.C.  1601. 

F.  Chronology:  Changes  to  subpart  J  are  governed  by  Section  702(b)  of  Pub. 
L.  94-437.  That  section  requires  that  any  changes  be  published  in  the  Fed¬ 
eral  Register  with  at  least  a  60  day  comment  period  and  that  IHS  will 
consult  with  appropriate  national  or  regional  Indian  organizations  to  the 

extent  practicable. 

G.  Citation  42  CFR  36,  Subpart  J. 

PHS-31— Persons  to  whom  services  will  be  A  Descnption:  The  regulation  will  amend  42  CFR  36.t2  to  specify  eligibility  for 

Richard  J.  McCloskey,  Room 

NPRM  1st  Ouarter  1980. 

provided  services  tor  dependent  members  of  an  eligible  Indians'  household  and  will 

6A-20;  5600  Fishers  Lane, 

correct  the  illegal  sex-discrimination  clause  so  that  the  eligibility  status  of 

Rockville,  Maryland  20857; 

non-Indian  spouses  will  be  the  same  regardless  of  sex. 

(301-443-1116). 

B  Why  significant:  The  regulation  will  amend  basic  eligibility  criteria  and,  there¬ 
fore.  affect  delivery  of  IHS  services  to  the  Indian  population. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  amend  currrent  regulation  because  OGC  and  the  Justice  Depart¬ 
ment  have  advised  that  the  current  regulation  which  provides  eligibility  only 
for  non-Indian  wives  of  eligible  Indians  is  legally  indefensible  being  an  illegal 
discrimination  based  on  sex  and  OGC  has  also  advised  that  IHS  policy  of 
serving  dependent  members  of  an  eligible  Indians'  household  both  Indian 
and  non-Indian  should  be  provided  for  in  regulation  rather  than  only  in  the 
IHS  manual. 

E.  Legal  Basis:  25  U.S.C.  13  (Snyder  Act)  and  42  U.S.C.  2001  (Transfer  Act). 

F.  Chronology :  Intent  to  issue  a  NPRM  dealing  with  these  issues  was  pub¬ 
lished  in  the  preamble  to  the  final  regulations  for  Contract  Health  Services. 
42  CFR  36,  Subpart  C,  43  FR  34649,  August  4,  1978  Notice  of  decision  to 
amend  regulations  was  published  on  April  13,  1979  (44  FR  22132). 

G  Citation:  42  CFR  36.12. 

PHS-32— Grants  for  Development,  Construe-  A.  Description:  Amends  42  CFR  36.  Subpart  H— Grants  for  Development,  Con- 

Richard  J  McCloskey,  Indian 

NPRM  1st  Ouarter  1983 

tion,  and  Operations  of  Facilities  and  Serv-  struction,  and  Operations  of  Facilities  and  Services  (Pub.  L.  93-638)— to  re- 

Health  Service,  Room  6A-20, 

lces  fled  conformance  with  the  Department’s  new  regulations  on  grant  adminis- 

5600  Fishers  Lane,  Rockville. 

tration  which  should  result  in  greater  standardization  and  simplification  for 

Maryland  20857,  (301-443- 

IHS  grant  administration  and  a  greater  reliance  on  the  grantee's  own  man- 

1116). 

agement  systems. 

B  Why  Significant:  The  regulation  will  conform  existing  IHS  grant  administra¬ 
tion  regulations  to  the  Department's  new  regulations  which  establishes  uni¬ 
form  requirements  for  the  administration  of  HEW  grants  and  principles  for 
determining  costs  applicable  to  activities  assisted  by  HEW  grants. 

C.  Regulatory  Analysis:  Not  Required. 

D.  Need:  IHS  has  been  directed  by  the  Department  to  revise  42  CFR  36  Sub¬ 
part  H,  as  required  by  the  Uniform  Administrative  Requirements  for  Grants- 
in-Aid  to  State  and  Local  Governments,  Circular  No.  A-102,  Revised  (pub¬ 
lished  September  12,  1977,  42  FR  45828),  to  conform  with  the  Depart¬ 
ment's  new  regulations  on  grant  administration  (35  CFR  Part  74). 

E  Legal  Basis:  5  U.S.C.  301;  42  FR  45828;  25  U.S.C.  450. 

F.  Chronology:  Changes  to  Subpart  H  are  governed  by  the  procedures  out¬ 
lined  in  Section  107(c)  of  Pub.  L.  93-638  which  require  any  changes  to  be 
submitted  to  the  committees  on  Interior  and  Insular  Affairs  of  the  respective 
Houses  of  Congress  and  be  published  in  the  Federal  Register  with  at 

• 
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least  a  60  day  comment  period.  IHS  is  also  to  consult  with  appropriate  na¬ 
tional  or  regional  Indian  organizations  to  the  extent  practicable.  In  addition 
to  the  legislative  requirements,  the  current  regulation  itself  requires  that  IHS 
consult  with  the  tribes  and  that  the  final  rule  not  go  into  effect  until  30  days 
after  publication  in  the  Federal  Register. 

G.  Citation:  42  CFR  36,  Subpart  H. 

PHS-33— Medical  Care  for  Uniformed  Serv-  A.  Description:  Provides  Conditions  under  which  beneficiaries  will  receive 
ices  personnel  of  the  Coast  Guard.  Public  medical,  dental,  and  surgical  care  at  Public  Health  Service  and  Non-Public 
Health  Service,  and  National  Oceanic  and  Health  Sen/ice  facilities. 

Atmospheric  Administration  42  CFR  31.  B  Why  significant ;  Explains  benefits  available  to  beneficiaries  and  the  rules 

they  must  follow  to  secure  benefits.  Rules  may  sen/e  to  enhance  or  deny 
care  to  certain  beneficiaries. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  Regulations  are  needed  to  implement  Public  Health  Service  Act.  ad¬ 
ministrative  decisions. 

E.  Legal  Basis:  Sec.  326  of  the  Public  Health  Service  Act  (42  U.S.C.  253) 

F.  Chronology:  None. 


Mr  Walter  W  Ward,  Procedural  RP— 4th  Quarter  1979 
Implementation  Section,  Policy 
Coordination  Branch,  Bureau 
of  Medical  Services,  6525 
Belcrest  Road,  West 
Hyattsville.  Md  20782,  (301) 

436-6261. 


PHS-34-  Medical  Care  for  Seafarers  and  A.  Description:  Provides  conditions  under  which  beneficiaries  will  receive  medi- 
others  at  Public  Health  Service  facilities.  cal.  dental,  and  surgical  care  at  Public  Health  Service  and  Non-Public 

Health  Service  facilities. 

B.  Why  significant:  Explains  benefits  available  to  beneficiaries  and  the  rules 
they  must  follow  to  secure  benefits  Rules  may  serve  to  enhance  or  deny 
care  to  certain  beneficiaries. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  Regulations  are  needed  to  implement  Public  Health  Service  Act,  ad¬ 
ministrative  decisions. 

E.  Legal  Basis:  Sec.  322  of  the  Public  Health  Service  Act  (42  U.S.C.)  249). 

F.  Chronology:  Previous  (existing)  regulations  published  6/17/75. 


Mr.  Walter  W  Ward,  Procedural  RP— 4th  Quarter  1979. 
Implementation  Section,  Policy 
Coordination  Branch,  Bureau 
of  Medical  Services,  6562 
Belcrest  Road,  West 
Hyattsville.  Md.  20782,  (301) 

436-6261. 


PHS-35 — Public  Health  Service  Hospital  and  A  Description.  Provides  how  the  Public  Health  Service  will  manage  facilities  Mr  Waller  W.  Ward,  Procedural 
Clinic  Management,  42  CFR  35.  and  relate  to  patients  and  visitors;  and  generally  describe  how  health  care  Implementation  Section,  Policy 

should  be  provided.  Coordination  Branch,  Bureau 

B.  Why  significant:  Established  the  responsibilities,  standards,  and  authorities  of  Medical  Services,  6525 

under  which  managers  operate  Public  Health  Service  facilities,  and  rules  of  Belcrest  Road,  West 
conduct  for  patients  and  visitors.  Hyattsville.  Md.  20782,  (301) 

C.  Regulatory  Analysis:  Not  required  436-6261 

D  Need:  Regulations  are  needed  to  implement  Public  Health  Service  Act,  ad¬ 
ministrative  decisions. 

E.  Legal  Basis:  Sec.  321  of  the  Public  Health  Service  Act  (42  U.S.C.  248). 

PHS-36— Assignment  of  NHSC  Personnel A.  Description:  Regs  will  establish  requirements  for  assignment  of  NHSC  per-  James  J.  Corrigan,  Director. 

sonnel  to  health  manpower  shortage  areas.  Division  of  Policy 

B  Why  Significant:  Regulations  will  significantly  impact  the  assignment  of  Development,  BCHS,  Rm  6- 
NHSC  personnel  and  the  accessibility  and  availability  of  health  services  to  40,  Parklawn  Building,  5600 
persons  in  health  manpower  shortage  areas.  Fishers  Lane,  Rockville.  Md 

C.  Regulatory  Analysis:  Not  Required.  20857,  (301)  443-1034. 

D.  Need:  To  implement  Section  333  of  the  Public  Health  Service  Act.  as 
amended  by  Pub  L.  94-484. 

E.  Legal  Basis  42  U.S.C.  2541 

F.  Chronology:  NPRM  published  7/31/78.  The  comment  period  closed  on  8/ 

30/78. 


RP— 4th  Quarter  1979. 


Final  Rule,  fourth  quarter,  197V 


PhS-37— Protect  grants  for  Family  Planning  A  Description:  Regulations  will  make  changes  required  by  Pub.  L.  94-63  and 
Services.  Pub.  L.  95-613,  adding  infertility  services,  natural  family  planning  and  serv¬ 

ices  for  adolescents,  and  local  review  and  approval  of  educational  materials 
provided  to  Title  X  grantees  methods. 

B  Why  Significant  Regulations  will  continue  local  participation  in  planning  pro¬ 
grams,  assure  a  variety  of  family  planning  services,  and  assure  that  eco¬ 
nomic  status  not  be  a  deterrent  to  receiving  services. 

C.  Regulatory  Analysis  Not  required. 

D.  Need:  To  implement  the  provisions  of  Title  X,  Public  Health  Service  Act.  as 
amended  by  Pub.  L  94-63  and  Pub  L  95-613. 

E.  Legal  Basis  U.S.C.  300 -300a-6 

F.  Chronology:  NOl  published  4/11/77.  NPRM  published  9/19/78.  The  com¬ 
ment  period  closed  or  November  3,  1978. 

PHS-38— Amendments  to  MCH  CC  Services  A  Description:  This  regulation  will  implement  statutory  amendments  dealing 
Programs  with  reasonable  costs  and  will  make  clarifying  administrative  changes 

B  Why  Significant.  These  are  technical  amendments. 

C  Regulatory  Analysis  Not  Required. 

D  Need:  To  improve  implementation  of  Title  V.  Social  Security  Act,  based  on 
minor  statutory  changes  and  experience  in  administering  the  program. 

E  Legal  Basis  Sections  503  and  504,  Social  Security  Act.  as  amended. 

F  Chronology:  None 


PHAS- 39— Grants  to  Plan.  Develop  and  Op-  A.  Description  Regulations  will  implement  a  demonstration  program  for  provid- 
erate  HospitalAff.lialed  Primary  Care  Cen-  mg  comprehensive  primary  health  care  services  to  medically  underserved 
ters  communities  by  community  hospitals  through  reorganized  outpatient  re¬ 

sources. 

B  Why  Significant  Within  the  limits  of  a  demonstration  program,  the  impact 
will  be  on  medically  underserved  populations. 

C  Regulatory  Analysis.  Not  required. 

D  Need:  To  implement  Section  328,  Public  Health  Service  Act. 

E.  Legal  Basis  42  U.SC  254a-1 

F.  Chronology  Notice  of  Decision  to  Develop  Regulation'  was  published  4/ 
13/79. 


James  J  Corrigan,  Director, 
Division  of  Policy 
Development,  BCHS,  Rm  6- 
40,  Parkiawn  Building,  5600 
Fishers  Lane,  Rockville,  Md. 
20857.  (301)  443-1034. 


James  J.  Corrigan,  Director, 
Division  of  Policy 
Development,  BCHS,  Rm.  6- 
40,  Parklawn  Building.  5600 
Fishers  Lane,  Rockville.  Md 
20857.  (301)  443-1034. 


James  J.  Corrigan,  Director, 
Division  of  Policy 
Development,  BCHS,  Rm  6- 
40,  Parklawn  Building.  5600 
Fishers  Lane,  Rockville.  Md 
20857  (301)  443-1034. 


Final  Rule,  last  quarter  1979 


NPRM  first  quarter.  1980 


NPRM.  tourlh  quarter,  1980. 
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Title  Summary  Contact  Decision  quarter 

F.  Chronology. 

PHS-40— Protect  Grants  tor  Community  A.  Description:  Regulations  will  implement  statutory  provisions  requiring  that  James  J.  Corrigan;  Director,  NPRM.  third  quarier  1980, 
Hea'th  and  Migrant  Health.  pharmaceutical  services  be  mandatory,  some  supplemental  services  be  de-  Division  of  Policy 

fined  as  priority  services,  and  allowing  grantees  to  retain  half  of  earned  Development.  BCHS,  Rm.  6- 
income.  Migrant  high  impact  area  is  reduced  from  6,000  migrants  to  4,000.  40,  Parklawn  Building.  5600 

*  B.  Why  Significant  These  regulations  have  impact  on  the  primary  care  delivery  Fishers  Lane.  Rochville,  Md. 

capacity  in  medically  underserved  areas.  20857,  (301)  443-1034. 

C.  Regulatory  Analysis  Not  required. 

D.  Need  To  implement  Sections  329  and  330  of  the  Public  Health  Service 
Act,  as  amended  by  Pub.  L  95-626. 

E.  Legal  Basis:  42  U.S.C.  247  and  254c. 

F.  Chronology:  NOI  published  4/13/79. 

PhS-41— Demonstration  Health  and  Nutrition  A.  Description:  These  regulations  will  implement  a  statute  for  multicounty  James  J.  Corrigan:  Director,  NPRM,  fourth  quarter  1980. 
Projects.  health  and  demonstration  projects  in  economic  development  regions  Division  of  Policy 

B.  Why  Significant:  These  projects  will  provide  health  and  nutrition  services  Development  BCHS,  Rm.  6- 

and  contribute  to  regional  economic  development  40,  Parklawn  Building,  5600  ■  ■■  • 

C.  Regulatory  Analysis:  Not  needed  Fishers  Lane,  Rockville.  Md. 

D.  Need  To  implement  Section  516  of  the  Regional  Development  Act  of  20857,  (301)  443-1034. 

1975. 

E.  Legal  Basis:  Section  516,  Regional  Development  Act  of  1975. 

F.  Chronology:  None. 

PhS-42— Project  Grants  to  States  for  Hyper-  a.  Description:  Regulations  will  implement  statutory  amendments  changing  for- 
tensson  Services.  '  *  mula  grants  to  project  grants,  requiring  greater  accountability  and  more  ef¬ 

fective  service  programs. 

B.  Why  Significant  State  hypertension  programs  previously  funded  under  for¬ 
mula  grants  will  now  be  funded  under  project  grants,  requiring  greater  ac- 
-  countability  for  Federal  funds. 

C  Regulatory  Analysis  Not  required. 

D.  Need:  To  implement  Section  317  of  the  Public  Health  Service  Act  as 
amended  by  Pub.  L.  95-626. 

E.  Legal  Basis:  42  U.S.C.  247b. 

F.  Chronology:  Notice  of  Intent  published  4/13/79  Announcement  requesting 
grant  applications  published  6/27/79. 

PHS-43— Prog-am  G'ants  for  Black  Lung  A  Description:  These  regulations  will  implement  a  statute  providing  project 
Clinics  grants  for  diagnostic  and  treatment  services  to  active  and  inactive  coal 

mine's  who  have  respiratory  Impairments. 

B.  Why  Significant  Regulations  will  facilitate  more  efficient  delivery  of  services 
to  a  population  in  need,  reflecting  lessons  learned  from  previous  implemen¬ 
tation  authority,  and  adopt  the  recommendations  of  the  1975  American  Lung 
Association  task  force. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  implement  the  provisions  of  Section  427(a)  of  the  Federal  Mine 
Safety  and  Health  Act  of  1977. 

E.  Legs'  Basis-  30  U.S.C.  937(a). 

F.  Chronology:  Notice  of  decision  to  Develop  Regulations  published  6 '13/79. 

PH3-44— Amend  Health  Services  Funding  A.  Description:  Regs  will  amend  Health  Services  Funding  Regulations  (HSFR) 

Regulations  to  Delete  Applicability  to  to  delete  appiicaM.ty  to  Bureau  of  Community  Health  Services  (BCHS)  pro- 
Bureau  of  Commun-ty  Health  Services  Pro-  grams 

grams  B.  Why  Significant:  These  are  technical  amendments  since  pertinent  elements 

of  the  HSFR  are  already  included  in  specific  grant  program  regs 

C.  Regulatory  Analyse  Not  required. 

D.  Need:  To  eliminate  duplication  in  regs  and  implement  Operation  Common 
Sense 

E  Legal  Basis  41  U.S.C.  247d.  254c,  and  300. 

F.  Chronology:  None 

A.  Description:  This  ruie  established  requirements  for  g-ants  and  applications  Lindsiey  Williams.  Acting  Final  Rule,  October-December 

for  grants  under  the  Community  Mental  Health  Centers  Act  (other  than  Part  Director,  Office  of  Program  1979 
D  relating  to  Rape  Prevention  and  Control)  Also  included  are  requirements  Development  and  Analysis, 
for  the  development,  submission,  and  approval  of  State  Plans.  National  Institute  of  Mental 

B,  Why  Significant:  The  regulations  provide  a  regulatory  basis  for  the  admlnis-  Health.  Parklawn  Bldg .  Room 
trafion  of  the  Community  Mental  Health  Centers  prog-am  including  steps  an  17C-1 7,  Rockville,  Maryland 
applicant  must  take  and  requirements  an  applicant  must  meet  when  filing  an  20857,  (301)  443-3175. 
application  and  operating  a  program  In  addition,  the  regulations  provide  for 
the  preparation  and  filing  of  State  plans  for  comprehensive  mental  health 
services  and  the  review  and  approval  of  these  plans  by  the  Secretary,  a 
step  which  must  be  successfully  completed  by  each  State  befe'e  awards 
may  be  made  to  any  applicant  in  that  State. 

C  Regulatory  Analysis:  Not  requi'ed. 

D.  Need  These  regulations  are  required  to  implement  the  Community  Mental 

Health  Centers  Act  (except  Pari  D),  as  amended.  Section  236  of  the  Com-  , , 

munity  Mental  Health  Centers  Act  establishes  standards  for  regulations 
issued  by  the  Secretary  for  implementing  the  Community  Mentai  Health 
Centers  program. 

E.  Legal  Basis:  Community  Mental  Health  Cente'S  Act,  ercept  Pari  D,  (42 
U.S.C  2689-268PP.  2669r-2689aa)  as  amended  by  Title  III  of  Pub.  L.  94-63 
(89  Stat.  308-327,  329-333),  section  308  of  Pub.  L.  95-83  (91  Stat.  395- 
396),  Title  I  of  Pub.  L.  95-622  (92  Stat  3412-3420).  and  section  8  of  Pub. 

L.  96-32  (93  Stat  85) 

F.  Chronology:  The  “Interim  Rule"  was  published  June  30.  1976  (41  FR 
26906)  with  a  60-day  comment  period.  The  “Proposed  Implementation"  was 
published  November  2.  t976  (41  FR  48282)  with  a  45-day  comment  period 


PhS-45— Grants  for  Community  Mental 
Health  Cente'S;  requirements  for  grants, 
application  for  grants,  and  State  plans 


James  J.  Corrigan.  Director, 
Division  of  Policy 
Development.  BCHS,  Rm.  6- 
40,  Parklawn  Building.  5600 
Fishers  Lane,  Rockville,  Md 
20857,  (301)  443-1034 


NPRM,  seoond  quarter  1980. 


James  J.  Corrigan,  Director, 
Division  of  Policy 
Development.  BCHS,  Rm.  6- 
40.  Parklawn  Building,  5600 
Fishers  Lane,  Rockville.  Md 
20857,  (301)  443-1034. 


Fmal  Rule,  fourth  quarier  1980 


James  J.  Corrigan:  Director,  NPRM,  first  quarier  1980. 
Division  of  Policy 
Development  BCHS,  Rm.  6- 
40,  Parklawn  Building,  5600 
Fishers  Lane,  Rockville,  Md. 

20857,  (301)  443-1034. 
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'  Title  Summary  •  Contact  Decision  quarter 

PHS-46— Grants  for  Drug  Abuse  Prevention.  A.  Description:  These  regulations  establish  requirements  for  receiving  and  ad-  Nancy  Soulen,  Legal  Assistant.  Final  Rule,  January-March  1980 
Treatment,  and  Rehabilitation:  require-  ministering  formula  grants  to  assist  States  in  designing,  establishing,  con-  Office  of  Director,  National 

ments  for  State  participation  in  formula  ducting,  coordinating,  and  evaluating  projects  for  the  development  of  more  Institute  on  Drug  Abuse, 

grants.  effective  training,  treatment,  rehabilitation,  and  research  projects  to  deal  Room  10-14,  Parklawn 

with  drug  abuse  and  drug  dependence.  '  Building,  5600  Fishers  Lane, 

'  B.  Why  Significant:  To  receive  an  allotment,  a  State  must  submit  tc  and  have  Rockville,  Maryland  20857, 

approved  by  the  Secretary  a  State  plan  or  modification  of  a  State  plan  (301)  443-6482. 

.  which  meets  the  requirements  specified  in  the  statute  and  these  regulations. 

(Formula  grants  are  currently  being  awarded  under  National  Institute  on 
Drug  Abuse  guidelines  developed  in  1973  and  updated  annually.) 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  These  regulations  are  required  to  implement  section  409  of  the  Drug 
Abuse  Office  and  Treatment  Act  of  1972,  as  amended.  The  regulations  re¬ 
quired  by  section  409(c)(l)(B)(iii)  were  published  as  a  Final  Rule  on  June 
24,  1976  (41  FR  26012). 

E.  Legal  Basis:  Section  409  of  Pub.  L.  92-255,  the  Drug  Abuse  Office  and 
Treatment  Act  of  1972,  as  amended  by  Pub.  L  94-237  (90  Stat.  245-247), 

Pub.  L.  94-371  (90  Stat.  1040),  Pub.  L.  95-83  (91  Stat.  397),  and  Pub.  L. 

95-461  (92  Stat,  1268-1269)  (21  U  S.C.  1176). 

F.  Chronology:  Notice  of  Proposed  Rulemaking  was  published  August  28, 

1973  (38  FR  22968)  with  a  30-day  comment  period.  A  second  Notice  of 
Proposed  Rulemaking  was  published  January  14,  1977  (42  FR  2986)  with  a 
45-day  comment  period. 

PHS-47— Special  Grants  for  Implementation  A.  Description:  These  regulations  would  implement  a  program  of  grant  assist- 
of  the  Uniform  Alcoholism  and  Intoxication  ance  to  States  which  adopt  the  basic  provisions  of  the  Uniform  Alcoholism 

Treatment  Act;  requirements  for  grants  and  and  Intoxication  Treatment  Act.  This  Act.  recommended  for  enactment  in  all 

application  for  grants.  States  by  the  National  Conference  of  Commissioners  on  Uniform  State 

Laws,  requires  that  alcoholism  be  viewed  as  an  illness  to  be  treated  by 
community  health  and  social  service  agencies  and  that  public  intoxication 
be  approached  as  a  public  health  problem  rather  than  a  crime. 

B.  Why  Significant:  The  Uniform  Act  provides  States  a  structure  for  developing 
and  implementing  a  comprehensive  coordinated  system  of  care  for  alcohol¬ 
ics  and  intoxicated  persons.  The  grant  program  implemented  by  these  regu¬ 
lations  is  Intended  to  assist  States  in  meeting  the  costs  of  such  a  system. 

C.  Regulatory  Analysis:  Not  required. 

D  Need:  These  regulations  are  required  by  section  310(b)  of  the  Comprehen¬ 
sive  Alcohol  Abuse  and  Alcoholism  Prevention,  Treatment,  and  Rehabilita¬ 
tion  Act  of  1970,  as  amended. 

E  Legal  Basis:  Section  304  of  the  Comprehensive  Alcohol  Abuse  and  Alco¬ 
holism  Prevention,  Treatment,  and  Rehabilitation  Act  of  1970,  as  amended 
by  section  107  of  Pub.  L.  93-282  (88  Stat.  128)  and  amended  and  redesig¬ 
nated  as  section  310  by  section  4  of  Pub.  L.  94-371  (90  Stat  1035)  (42 
U.S.C.  4576). 

F.  Chronology:  Notice  of  Proposed  Rulemaking  was  published  October  18, 

1978  (42  FR  47983)  A  60-day  comment  period  was  provided. 

PHS-48— Confidentiality  of  Alcohol  and  Drug  A.  Description:  These  regulations  apply  to  the  records  of  the  identity,  diagno-  Judith  T  Galloway.  Legal  Notice  of  Decision  to  Develop 

Abuse  Patient  Records;  minimum  require-  sis,  prognosis,  or  treatment  of  alcohol  and  drug  abuse  patients.  They  require  Assistant,  Alcohol,  Drug  Regulations.  October- 

ments  for  protecting.  that  records  be  kept  confidential  and  be  disclosed  only  (1)  with  the  written  Abuse,  and  Mental  Health  December  1979. 

consent  of  the  patient,  (2)  pursuant  to  an  authorizing  court  order  based  Administration,  Room  13C-06. 
upon  a  finding  of  good  cause,  or  (3)  without  either  a  written  consent  or  an  Parklawn  Building,  5600 
authorizing  court  order  in  the  following  limited  circumstances:  for  a  medical  Fishers  Lane,  Rockville, 
emergency,  for  the  conduct  of  scientific  research,  an  audiL  or  program  eval-  Maryland  20857,  Telephone: 
uation.  (301)443-3200. 

B.  Why  significant:  This  rule  applies  to  alcohol  and  drug  abuse  patient  records 
maintained  in  connection  with  any  alcohol  abuse  or  drug  abuse  program 
conducted,  regulated,  or  directly  or  indirectly  assisted  by  any  department  or 
agency  of  the  United  States.  It  implements  statutory  requirements  which  en¬ 
courage  alcohol  and  drug  abusers  to  seek  treatment  by  removing  the  fear 
that  attempts  to  enroll  in  treatment  programs  would  lead  to  disclosure  to 
employers  and  other  members  of  the  public  or  lead  to  police  harassment 
and/or  arrest. 

C.  Regulatory  Analysis.  Not  required. 

D.  Need:  These  regulations  are  required  by  section  333(g)  of  the  Comprehen¬ 
sive  Alcohol  Abuse  and  alcoholism  Prevention,  Treatment,  and  Rehabilita¬ 
tion  Act  of  1970,  as  amended,  and  by  section  408(g)  of  the  Drug  Abuse 
Office  and  Treatment  Act  of  1972.  as  amended.  Rewrite  of  these  regula¬ 
tions  will  fulfill  the  Department's  commitment  to  make  regulations  clearer 
and  more  concise  and  will  take  into  consideration  the  Departments  experi¬ 
ence  with  the  regulation  over  the  past  four  years. 

E.  Legal  Basis:  Section  408  of  Pub.  L.  92-255,  the  Drug  Abuse  Office  and 
Treatment  Act  of  1972  (21HJ.S.C.  1175)  as  amended  by  section  303  of  Pub. 

L.  93-282  (88  Stat.  137);  and  section  333  of  Pub.  L.  91-616,  the  Compre¬ 
hensive  Alcohol  Abuse  and  alcoholism  Prevention,  Treatment,  and  Rehabili¬ 
tation  Act  of  1970,  (42  U.S.C.  4582),  as  amended  by  section  122(a)  of  Pub. 

L.  93-282  (88  Stat.  131). 

F.  Chronology:  Final  Rule,  published  July  1,  1975  (40  FR  27802),  has  been 
reviewed  under  Operation  Common  Sense  and  a  decision  made  to  recodify. 

PHS-49— Designation  of  Health  Manpower  A.  Description:  To  establish  criteria  for  the  designation  of  geographic  areas,  Richard  Lee,  Bureau  of  Health  Final  Rule  April- June  1980. 
Shortage  Areas.  pupulation  groups,  medical  facilities,  and  other  public  facilities,  in  the  States.  Manpower,  HRA,  Center 

as  health  manpower  shortage  areas.  .  Building,  3700  East-West 

B.  Why  significant:  Identifies  health  manpower  shortage  areas.  Highway,  Hyattsville,  Md. 

C.  Regulatory  Analysis.  Not  required.  20782,  (301)  436-6764. 

D.  Need:  Required  by  statute  to  implement  the  Public  Health  Service  Act. 

E.  Legal  Authority:  43  FR  1586. 

F.  Chronology:  Interim-final  was  published  January  10,  1978  (43  FR  1586). 

Comment  period  closed  Feb.  24,  1978. 

A.  Description:  To  establish  criteria  to  be  used  in  determining  allowable  in-  Donald  C.  Parks,  Bureau  of  Final  Rule  April-June  1980. 

creases  in  tuition  and  other  educational  costs  for  which  the  Secretary  is  re-  Health  Manpower.  HRA. 

sponsible  under  the  national  Health  Service  Corps  Scholarship  Program,  Center  Building,  3700  East- 

and  scholarships  for  first-year  students  of  exceptional  financial  need.  West  Highway,  Hyattsville,  Md. 

B.  Why  significant:  Promotes  the  adequate  supply  and  equitable  distribution  of  20782,  (301)  436-6560. 
health  manpower  throughout  the  United  States. 


PHS-50— Critena  for  Payment  of  Tuition  and 
Other  Educational  Costs. 


Susan  Farrell.  Legislative  Final  Rule.  October- December, 

Assistant  National  Institute  on  1979. 

Alcohol  Abuse  and 
Alcoholism,  5600  Fishers 
Lane,  Rockville,  Maryland, 

(301)  443-6370 
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Title 


Summary 


Contact 


DeC'S'on  quarter 


PrtS-5t — Tra.nees.ntp3  for  Students  in 
Schools  o!  Public  Health  and  Other  Gradu¬ 
ate  PuWic  Health  Programs. 


PHS-52— Traineeship  Grants  for  Health  Ad¬ 
ministration.  Hospital  Administration  or 
Health  Policy  Analysis  and  Planning  at 
Pjblic  or  Nonprofit  Private  Educational  In¬ 
stitutions  other  than  Schools  of  Public 
Health 


PHS-53— National  Health  Services  Corps 
Scholarships 


PHS-54— Scholarships  for  First-Year  Stu¬ 
dents  of  Exceptional  Financial  Need. 


PHS-S5— Health 
Grants 


Professions  Capitation 


PHS-56— Project  Grants  for  Establishment  of 
Departments  of  Family  Medicine. 


PHS  57  -Area  Health  Education  Centers. 


PHS-58— Grants  tor  Residency.  Training  in 
Genera!  Internal  Medicine  or  General  Pedi¬ 
atrics. 


C.  Regulatory  Analysis.  Not  required. 

D.  Reed  Required  by  statute  to  implement  the  Public  Health  Service  Act. 

E  Legal  Authority:  A3  FR  55261. 

F.  Chronology:  NPRM  published  November  27.  1978  (43  FR  55261).  The  com¬ 
ment  period  closed  Jan.  26,  1979. 

A.  Description:  To  govern  grants  to  schools  of  public  health  or  nonprofit  pri¬ 
vate  educational  entities  to  support  traineeships  for  students  in  the  graduate 
education  programs  of  these  entities  in  public  health. 

B.  Why  Significant:  Promotes  the  adequate  supply  and  equitable  distribution  of 
health  manpower  throughout  the  United  States. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need.  Required  by  statute  to  implement  the  Public  Health  Service  Ad. 

E  Legal  Authority:  43  FR  40862. 

F.  Ch-onology:  Interim-final  was  published  September  13.  1976  (43  FR  40862) 
The  comment  period  closed  November  13,  1978. 

A.  Description:  To  govern  grants  to  Public  or  nonprofit  private  educational  enti¬ 
ties  (excluding  schools  of  public  health)  to  support  traineeships  in  graduate 
educational  programs  of  such  entities  in  health  administration,  hospital  ad¬ 
ministration,  or  health  policy  analysis  and  planning. 

B.  Why  Significant:  Promotes  the  adequate  supply  and  equitable  distribution  of 
health  manpower  throughout  the  United  States. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need  Required  by  statute  to  implement  the  Public  Health  Senrice  Act. 

E.  Legal  Authority:  43  FR  39384. 

F.  Chronology:  Interim-final  was  published  September  5,  1978  (43  FR  39384). 
The  comment  period  closed  November  6,  1976. 

A.  Description:  The  regs  are  applicable  to  the  award  of  scholarships  under  the 
National  Health  Service  Corps  Scholarships  program  to  students  receiving 
academic  training  in  medicine,  osteopathy,  dentistry,  and  other  health  pro¬ 
fessions  in  order  to  assure  an  adequate  supply  of  trained  health  profession¬ 
als  to  improve  the  delivery  of  health  services  in  health  manpower  shortage 
areas. 

B.  Why  Significant:  Promotes  the  adequate  supply  and  equitable  distribution  of 
health  manpower  throughout  the  United  States. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  The  Department  has  decided  that  regs  a'e  needed  to  implement  the 
Public  Health  Service  Act. 

E  Legal  Authority:  43  FR  43713. 

F.  Chronology:  Interim-final  was  published  September  27,  1978  (43  FR  43713). 
The  comment  period  closed  November  27,  1978. 

A.  Description:  To  govern  grants  to  health  professions  schools  to  provide 
scholarships  for  full-time  first-year  students  of  exceptional  need. 

B.  Why  Significant  Promotes  the  adequate  supply  and  equitable  distribution  of 
health  manpower  throughout  the  United  States. 

C  Regulatory  Analysis  Not  required. 

D.  Need:  The  Department  has  decided  that  regs  are  needed  to  implement  the 
Public  Health  Service  Act. 

E.  Legal  Authority:  43  FR  37199. 

F.  Chronology.  Interim-final  was  publ-shed  August  22.  1978  (43  FR  37199). 
The  comment  period  closed  October  22.  1978 

A.  Description:  To  govern  grants  to  schools  of  medicine,  osteopathy,  dentistry, 
public  health,  veterinary  medicine,  optometry,  pharmacy,  and  podiatry  for 
the  support  of  the  education  programs  of  those  schools. 

B  Why  Significant:  Promotes  the  adequate  supply  and  equitable  distribution  of 
health  manpower  throughout  the  United  States. 

C.  Regulatory  Analysis:  Not  required 

D.  Need:  Required  by  statute  to  implement  the  Public  Health  Service  Act 

E.  Legal  Authority:  44  FR  24889. 

F  Chronology:  NPRM  was  published  April  27.  1979  (44  FR  24889).  The  com¬ 
ment  period  closed  June  26,  1979. 

A.  Description:  To  govern  grants  to  schools  of  medicine  and  osteopathy  to 
meet  the  projects  to  establish  and  maintain  academic  administrative  units  to 
provide  clinical  instruction  in  family  medicine. 

B.  Why  Significant:  Promotes  the  adequate  supply  and  equitable  distribution  of 
health  manpower  throughout  the  United  States. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  Required  by  statute  to  implement  the  Public  Health  Service  Act. 

E  Legal  Authority:  42  U.S.C.  295g 

A.  Description:  To  govern  programs  to  improve  the  distribution,  supply,  quality, 
utilization,  and  efficiency  of  health  personnel  in  the  health  services  delivery 
system  and  to  encourage  the  regionalization  of  educational  responsibilities 
of  health  professions  schools. 

B.  Why  Significant:  Promotes  the  adequate  supply  and  equitable  distribution  of 
health  manpower  throughout  the  United  States. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  Required  by  statute  to  implement  the  Public  Health  Service  Act. 

E  Legal  Authority  43  FR  55242. 

F.  Chronology:  Interim-final  published  November  27,  1978  (43  FR  55242).  The 
comment  period  closed  Jan.  26.  1979. 

A.  Description:  To  govern  grants  for  residency  programs  in  general  internal 
medicine  or  general  pediatrics. 

B.  Why  Significant:  Promotes  the  adequate  supply  and  equitable  distribution  of 
health  manpower  throughout  the  United  States. 

C.  Regulatory  Analysis:  Not  required. 

D  Need:  Required  by  statute  to  implement  the  Public  Health  Service  Act 

E.  Legal  Authority:  42  FR  59500. 

F.  Chronology:  Interim-final  was  published  November  18,  1977  (42  FR  59500). 
The  comment  period  closed  January  17.  1978. 


Thomas  D.  Hatch,  Bureau  of  Final  Rule  January -March  1980. 

Health  Manpower,  HRA, 

Center  Building,  3700  East- 
West  Highway,  Hyattsville.  Md 
20782,  (301)  436-6838 


Thomas  D  Hatch.  Bureau  of  Fma*  Rule  Jutv-September  1960 

Health  Manpower.  HRA. 

Center  Building.  3700  East- 
West  Highway.  Hyattsvitte,  Md 
20782.  (301)  436-6838 


Alice  Swift.  Bureau  of  Health  Final  Rule  Januay-March  1980 
Manpower.  HRA.  Center 

Building,  3700  East-West  ' 

Highway.  Hyattsville.  Md 
20782,  (301)  436-6788 


Alice  Swih,  Bureau  of  Heal  >5  Final  Rule  January -March  t90O 

Manpower.  HRA  Center 
Building,  3700  East-West 
Highway.  Hyattsville.  Md. 

20782,  (301)  436-6788 


John  Westcott.  Bureau  of  Health  Fma‘  Rule  July -September  t980. 
Manpower.  HRA.  Center 
Building,  3700  East-West 
Highway.  Hyattsville.  Md 
20782,  (301)  436-6564 


Kenneth  Moritsugu,  Bureau  of  NPRM  January-March  1980 
Health  Manpower.  HRA. 

Center  Building.  3700  East- 
West  Highway,  Hyattsville,  Md 
20782.  (301)  436-6418 


Kenneth  Morilsugu.  Bureau  of  Final  Rule  Aprii-June  1980 
Health  Manpower.  HRA, 

Center  Building.  3700  East- 
West  Highway.  Hyattsville,  Md 
20782,  (301)  436-6418 


Kenneth  Moritsugu.  Bureau  of  Final  Ru*e  April-June  1980. 
Health  Manpower,  HRA, 

Center  Building,  3700  East- 
West  Highway,  Hyattsville,  Md. 

20782,  (301)  436-6418. 
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Title  Summary  Contact  Decision  quarter 


PHS-59— Grants  for  Training  in  Family  Medi¬ 
cine 


PHS-60— Educational  Assistance  to  Individ¬ 
uals  from  Disadvantaged  Backgrounds 


PHS-61— Grants  to  Schools  ot  Medicine, 
Dentistry.  Public  Health,  Osteopathy,  Op¬ 
tometry.  Podiatry,  Pharmacy,  and  Veteri¬ 
nary  Medic  Ir  e  for  Start-up  Assistance 


PHS- 62— Health  Professions.  Financial  Dis¬ 
tress  Grants. 


PHS-63—  Interdisciplinary  Team  Training  and 
Curriculum  Development  lor  Health  Man¬ 
power  Training. 


PHS-64- -Giants  tor  Ti anting  in  Emergency 
Medical  Services 


PMS-65— Grants  tor  Graduate  Piograms  m 
Health  Administration 


PHS-66— Special  Project  Grants  (or  Gradu¬ 
ate  Programs  in  Public  Health. 


PHS-67 — Grants  tor  Allied  Health  Projects 


A  Description:  The  regs  are  tor  grants  to  assure  the  institutionalization  of 
family  medicine  within  the  schools  ot  medicine  and  osteopathy,  to  encour¬ 
age  students,  through  the  context  of  educational  programs  and  through  the 
contact  with  role  model  family  physician  to  pursue  careers  in  family  medi¬ 
cine. 

8  Why  Significant:  Promotes  the  adequate  supply  and  equitable  distribution  ot 
health  manpower  throughout  the  United  States. 

C.  Regulatory  Analysis:  Not  required. 

D  Need:  Required  by  statute  to  ‘mplement  the  Public  Health  Service  Act 

E  Legal  Authority:  43  FR  47694. 

F.  Chronology:  Interim-tinal  was  published  October  16,  1976  (43  FR  47694). 
The  comment  period  closed  December  15,  1978. 

A  Description:  To  govern  grants  to  provide  educational  assistance  to  individ¬ 
uals  from  disadvantaged  backgrounds  to  undertake  training  and  education 
to  enter  the  health  professions  or  allied  health  professions. 

B  Why  Significant:  Promotes  the  adequate  supply  and  equitable  distribution  ot 
health  manpower  throughout  the  United  States. 

C.  Regulatory  Analysis:  Not  required- 

D  Need  Required  by  statute  to  implement  the  Public  Health  Service  Act. 

E.  Legal  Authority:  43  FR  39380. 

F.  Chronology:  Interim-final  was  published  September  5,  1978  (43  FR  39380) 
The  comment  period  closed  November  6,  1978. 

A.  Description:  To  govern  grants  to  provide  start-up  assistance  for  initiating 
new  schools  of  medicine,  osteopathy,  dentistry,  public  health,  veterinary 
medicine,  optometry,  pharmacy,  and  podiatry 

B  Why  significant:  Piomotes  the  adequate  supply  and  equitable  distribution  ot 
health  manpower  throughout  the  United  States. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  Required  by  statute  to  implement  the  Public  Health  Service  Act. 

E.  Legal  Authority  42  USC  295g-8 

A.  Description:  To  implement  the  awarding  of  grants  to  assist  schools  ol  medi¬ 
cine.  osteopathy,  dentistry,  veterinary  medicine,  optometry,  podiatry,  phar¬ 
macy  and  public  health  in  meeting  their  costs  ot  operation,  If  they  are  in  se¬ 
rious  financial  distress,  or  in  meeting  accreditation  requirements,  if  they 
have  a  special  need  for  assistance  in  meeting  these  requirements,  and  to 
carry  out  appropriate  operational,  managerial,  and  financial  reforms. 

B.  Why  Significant:  Promotes  the  adequate  supply  and  equitable  distribution  of 
health  manpower  throughout  the  United  States. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need  Required  by  statute  to  implement  the  Public  Health  Service  Act 

E.  Legal  Authority:  44  FR  17169 

F.  Chronology.  Interim-tinal  published  March  21,  1979  (44  FR  17159)  The 
comment  period  closed  May  21,  1979. 

A.  Description:  To  establish  requirements  for  grants  for  interdisciplinary  team 
training  among  schools  in  various  health  disciplines  and  for  curriculum  de¬ 
velopment  in  various  areas  related  to  health  manpower. 

B.  Why  Significant:  Promotes  the  adequate  supply  and  equitable  distribution  ot 
health  manpower  throughout  the  United  States. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  Required  by  statute  to  implement  the  Public  Health  Service  Act 

E.  Legal  Authority:  42  USC  295g-7 

A.  Description:  To  set  forth  requirements  tor  grants  tor  training  programs  in 
emergency  medical  services. 

B.  Why  significant:  Promotes  the  adequate  supply  and  equitable  distribution  of 
health  manpower  throughout  the  United  States. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  Required  by  statute  to  implement  the  Public  Health  Service  Act. 

E.  Legal  Authority :  42  FR  46523 

F  Chronology:  Interim-tinal  was  published  September  16,  1977  (42  FR  46523) 
The  comment  period  closed  November  15,  1977. 

A  Description:  To  implement  the  Secretary's  authonty  to  make  grants  to 
public  or  nonprofit  private  educational  entities  (excluding  schools  ot  public 
health)  to  support  tire  health  administration,  hospital  adminis'ration,  and 
health  planning  graduate  educational  programs  of  such  entities. 

B  Why  Significant:  Promotes  the  adequate  supply  and  equitable  distribution  of 
health  manpower  throughout  the  United  States. 

C.  Regulatory  Analysis:  Not  required 

D  Need  Required  by  statute  to  implement  the  Public  Health  Service  Act. 

E.  Legal  Authority:  43  FR  26443. 

F  Chronology:  Interim-tinal  was  published  June  20,  1978  (43  FR  26443)  The 
comment  period  closed  August  21,  1978. 

A.  Description:  To  implement  the  Secretary's  authority  to  make  grants  to 
schools  of  public  health  and  other  public  or  nonprofit  educational  entities  (or 
projects  to  develop  new  graduate  programs  or  to  expand  existing  programs 
in  biostatistics,  epidemiology  health  administration,  health  planning,  health 
policy  analysis  and  planning,  environmental  or  occupational  health  and  di¬ 
etetics  and  nutrition. 

B.  Why  Significant:  Promotes  the  adequate  supply  and  equitable  distribution  of 
health  manpower  throughout  the  United  States. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  Required  by  statute  to  Implement  the  Public  Health  Service  Act. 

E.  Legal  Authority  43  FR  27837. 

F  Chronology:  Interim-final  published  June  27,  1978  (43  FR  27837).  Comment 
period  closed  August  28, 1978. 

A.  Description:  To  implement  the  Secretary’s  authority  to  make  grants  to  a) 
establish  regional  or  State  systems  to  assure  that  allied  health  and  nursing 
personnel  needs  in  the  area  are  met  by  coordinating  and  managing  allied 
health  and  nursing  education  and  training  among  educational  institutions;  b) 
establish  or  improve  recruitment,  training  and  retraining  programs  lor  allied 
health  personnel;  and  c)  establish  career  ladders  and  advancement  pro¬ 
grams  for  practicing  allied  health  personnel. 


Kenneth  Moritsugu,  Bureau  ot  Final  Rule  January-March  1980. 
Health  Manpower,  HRA, 

Center  Building,  3700  East- 
West  Highway,  Hyattsville.  Md 
20782,  (301)  436-6418 


Kinzo  Yamamoto,  Office  ot  Final  Rule  January-March  1980, 
Health  Resources  Opportunity, 

HRA,  Center  Building,  3700 
East-West  Highway, 

Hyattsville.  Md  20782  (301) 

436-7230 


John  Westcotf  Bureau  Ot  Health  NPRM  Apr.:-June  1980 
Manpower,  HRA,  Center 
Building,  3700  East-West 
Highway,  Hyattsville,  Md 
20782,  (.301)  436-6574 


James  Seuest,  Bureau  of  Final  Rule  January-March  t9B0. 

Health  Manpowei,  HRA, 

Center  Building,  3700  Easi- 
West  Highway.  Hyattsvifie,  Md 
20782. (301)  436-6558 


James  Hoeven,  Bureau  of  NPRM  July-September  1980 

Health  Manpower,  HRA, 

Center  Building,  3700  East 
West  Highway,  Hyattsville  Md 
20782,  (301)  436-6838 


Kenneth  Moirtsugu,  Bureau  ol  f  mai-pendirg  aulhot'zmg 
Health  Manpower,  HRA,  legislation. 

Center  Building,  3700  East- 
West  Highway,  Hyaltsv.'lle,  Md 
20782,  (301)  436-6418 


Thomas  0  Hatch,  Bureau  ot  Final  rule  July- September  t980. 
Health  Manpower,  HRA, 

Center  Building,  3700  East- 
West  Highway,  Hyattsville  Md 
20782,  (.301)  436-6838 


Thomas  D  Hatch,  Bureau  ot  Final  Rule  AprH-June  1980 
Health  Manpower,  HRA, 

Center  Building,  3700  East- 
West  Highway,  Hyattsville,  Md 
20782.  (301)  4.36-6838. 


Thomas  D  Hatch,  Bureau  ot  Final  Rules  April-June  1980. 
Health  Manpower,  HRA, 

Center  Building,  3700  East- 
West  Highway,  Hyattsville,  Md. 

,  20782,  (301)  436  6838 
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Decision  quarter 


F.  Chronology:  NPRM  published  May  16.  1978  (43  FR  21274)  The  comment 
period  closed  June  30,  1978. 

PHS-76 — Designation  ol  Health  Systems  A.  Description:  Amends  regulations  establishing  criteria  lor  the  designation  of 
Agencies  health  systems  agencies. 

B.  Why  Significant:  Implements  one  aspect  of  the  Federal  health  planning  pro¬ 
gram  to  promote  access  to  health  cate  services  and  contioi  health  cate 
costs  through  State  and  local  review  of  health  services  and  expenditures. 

C.  Regulatory  Analysis:  Not  required. 

D.  bleed:  Required  by  statute  to  implement  the  Health  Planning  and  Re¬ 
sources  Development  Amendments  of  1979. 

E.  Legal  Authority  The  Health  Planning  and  Resources  Development  Amend¬ 
ments  Of  1979. 

F.  Chronology:  NPRM  was  published  October  17,  1975  (43  FR  48802).  The 
comment  period  closed  November  17,  1975  The  final  was  published  March 
26,  1976  (41  FR  12812). 

PHS-77— Designation  of  States  Health  Plan-  A.  Description.  Amends  regulations  establishing  criteria  for  the  designation  of 
ning  and  Development  Agencies  State  Health  Planning  and  Development  Agencies. 

B.  Why  Significant:  Implements  one  aspect  of  the  Federal  health  planning  pro¬ 
gram  to  promote  access  to  health  care  services  and  control  health  care 
costs  through  State  and  local  review  of  health  services  and  expenditures. 

C  Regulatory  Analysis  Not  required. 

D.  Need:  Required  by  statute  to  implement  the  Health  Planning  and  Re¬ 
sources  Development  Amendments  of  1979 

E.  Legal  Authority:  The  Health  Planning  and  Resources  Development  Amend¬ 
ments  of  1979. 

F.  Chronology  NPRM  was  published  March  19,  1976  (41  FR  11688)  Com¬ 
ment  period  closed  May  3,  1976.  Interim-final  published  June  3,  1976  (41 
FR  22524).  Final  was  published  March  10,  1978  (43  FR  10100). 

PhS-78— Certificate  of  Need  and  Revew  of  A.  Description:  Amends  regulations  establishing  criteria  for  certificate  and 


Colin  C  Rome,  Jr ,  Ph.  D.. 
Director,  Bureau  of  Health 
Planning,  HRA,  Center 
Building.  3700  East- West 
Highway,  Hyansviile,  Md 
20782,  (301)  436-6850 


Colin  C.  Rome,  Jr.,  Ph  D . 
Director,  Bureau  of  Health 
Planning,  HRA,  Center 
Building,  3700  East-West 
Highway,  Hyattsvil’e,  Md. 
20782,  (301)  436-6850 


New  Institutional  Health  Services.  need  of  new  institutional  health  sen/ices. 

B.  Why  Significant:  Implements  one  aspect  of  the  Federal  health  planning  pro¬ 
gram  to  promote  access  to  health  care  services  and  control  health  care 
costs  through  State  and  local  review  of  health  services  and  expenditures. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  Required  by  statute  to  implement  the  Health  Planning  and  Re¬ 
sources  Development  Amendments  of  1979. 

E.  Legal  Authority:  The  Health  Planning  and  Resources  Development  Amend¬ 
ments  ot  1979. 

F.  Chronology  NPRM  was  published  March  19.  1976  (41  FR  11688).  Com¬ 
ment  period  closed  May  3,  1976.  Final  published  January  1,  1977  (42  FR 
4002). 

PHS- 79— Inclusion  ot  Computed  Tomograph-  A  Description :  Amends  regulations  which  establish  requirements  for  State  cer- 


Colin  C.  Rome,  Jr„  Ph  D., 
Director,  Bureau  of  Health 
Planning.  HRA,  Center 
Building.  3700  East-West 
Highway,  Hyattsvilie,  Md 
20782,  (301)  436-6850 


ic  Scanning  Services  under  Certificate  ot  tificate  of  need  programs  by  requiring  review  under  certain  circumstances  ot  Director,  Bureau  of  Hea"l 

Need  diagnostic  services  provided  by  fixed  or  mobile  computed  tomographic  scan-  Planning  HRA,  Center 

ning  equipment.  Building,  3700  Easi-West 

B.  Why  significant:  Implements  one  aspect  of  the  Federal  health  planning  pro-  Highway,  Hyattsvilie,  Md. 

gram  to  promote  access  to  health  care  services  and  control  health  care  20782,  (301)  436-6850 

costs  through  State  and  local  review  of  health  services  and  expenditures. 

C.  Regulatory  Analysis:  Not  required 

D  Need:  Required  by  statute  to  implement  the  Health  Planning  and  Re¬ 
sources  Development  Act  of  1976 

E.  Legal  Authority  44  FR  24429. 

F.  Chronology:  Interim-tinal  was  published  April  25.  1979  (44  FR  24429)  Com¬ 
ment  period  closed  June  25,  1979. 

PHS-80— Inclusion  of  Computed  Tomograph-  A  Description.  Amends  regulations  for  the  capital  expenditure  review  program  Colin  C  Rome,  Jr.,  Ph.  D, 


Colin  C.  Rome,  Jr.,  Ph  D , 
Director,  Bureau  of  Health 
Planning  HRA,  Center 
Building,  3700  E3st-West 
Highway,  Hyattsviile,  Md. 
20782,  (301)  436-6850 


rc  Scanning  Services  under  Capital  Ex-  by  establishing  rules  regarding  reviews  ol  proposed  capital  expendituies  for  Director.  Bureau  of  Health 

penditure  Review.  computed  tomographic  scanner  services.  Planning  HRA,  Center 

B.  Why  Significant:  Implements  one  aspect  of  the  F  ederal  health  planning  pro-  Building.  3700  East  West 

gram  to  promote  access  to  health  care  services  and  control  health  care  Highway,  Hyatlsville,  Md. 

costs  through  State  and  local  review  of  health  services  and  expenditures.  20782.  (301)  436-6650 

C.  Regulatory  Analysis:  Not  required 

D  Need:  Required  by  statute  to  implement  the  Health  Planning  and  Re¬ 
sources  Development  Act  of  1976 

E.  Legal  Authority •  44  FR  24428 

F  Chronology:  Interim-final  regulations  were  published  April  25.  t9?9  The 
comment  period  closed  June  25,  1979 

PHS-81— Limitation  on  Federal  Participation  A.  Description  Amends  regulations  tor  the  capital  expendure  review  program  Colin  C  Flome,  Jr ,  Ph  D., 


for  Capital  Expenditures.  to  take  into  account  certain  requiiemenls  respecting  1122  reviews  imposed 

by  Title  XV  of  the  Public  Health  Service  Act. 

B  Why  Significant:  implements  one  aspect  of  the  Federal  health  planning  pro¬ 
gram  to  promote  access  to  health  care  services  and  control  health  care 
costs  through  State  and  local  review  of  health  services  and  expendi'ures 

C.  Regulatory  Analysis:  Not  required. 

D  Need  Required  by  stsrute  to  implement  Ihe  Health  Planning  and  Re¬ 
sources  Development  Act  of  1976. 

E.  Legal  Authority:  At  FR  11688 

F  Chronology:  NPRM  published  March  19,  1976  (41  FR  11688).  The  com¬ 
ment  period  closed  May  3.  1976 

PHS-82— Discontinuance  ol  Unheeded  Hos-  A.  Description.  To  govern  grants  and  technical  assistance  to  hospitals  for  the 
pitai  Services.  discontinuance  of  unneeded  hospital  services  and  for  the  conversion  of  un¬ 

needed  hospital  services  to  other  health  services  needed  by  the  community 

B  Why  Significant:  Reduces  unneeded  hospital  services  and  converts  them  to 
services  needed  by  the  community 

C.  Regulatory  Analysis  Not  required. 

D.  Need:  Required  by  statute  to  implement  the  Health  Planning  and  Re¬ 
sources  Development  Amendments  of  1979. 

E.  Legal  Authority  Health  Planning  and  Resources  Development  Amendments 
Of  1979 


NPRM  July-September  1980 


NPRM  April- June  1980 


NPRM  January -March  1980 


Final  Rule  January-Match  1980. 


Final  Rule  to  be  incorporated  mto 
limitation  on  Federal 
partreipaiion  for  Capital 
Expenditures 


Final  Rule  January-March  1980 


Director,  Bureau  of  Health 
Planning  HRA,  Center 
Building,  3700  East-West 
Highway.  Hyattsvilie,  Md 
20782,  (301)  436-6850 


Leonard  F.  Krystynak,  Ph  D  , 
Bureau  of  Health  Facilities 
Financing,  Compliance,  and 
Conversion,  Center  Building, 
3700  East  West  Highway, 
Hyattsvilie,  Md  20782,  (301) 
436-7704 


NPRM  September -December 
1979. 


72752 


Federal  Register  /  Vol.  44,  No.  242  /  Friday,  December  14,  1979  /  Proposed  Rules 


Title 


HCFA-t  —  Medicare-Medicaid  Program:  Pro¬ 
fessional  Standards  Renew  Organizations 
(PSROs).  Sanctions  on  Providers  and 
practitioners— Procedures  for  Invoking 
Sanctions 


H  CPA-2 — Medicare-Medicaid  Programs: 

Wa  ver  of  Liability— Procedures  Waiving  U- 
abi'ity 


HCFA-3 — Medicare/ Medicaid  Prog'am:  Pro¬ 
fessional  Standa-ds  Review  Organizations 
(PSROs)  Reconsideration  and  Appeals— 
Procedures  for  Reconsiderations 


HCFA-4— Medtca-e  'Medicaid  Program:  Hos¬ 
pital  Utilization  Review— Revised  Require¬ 
ments  and  Procedures  for  Utilization 
Review 


HCFA-5— Medicare-Medicaid  Program:  Vali¬ 
dation  of  Accreditation  Surveys  of  Hospi¬ 
tals— Requirements  for  Review  of  Health 
Care 


HCFA-6— Medicare' Med-caid  Program:  Con¬ 
ditions  of  Participation  for  Hospitals— Re¬ 
vised  Conditions  for  Participation 


Health  Care  Financing  Administration— Significant  Regulations 


Summary 


Contact 


A  Description  This  regulation  specifies  cntena  for  invoking  sanctions  against 
a  health  care  practitioner  or  provider  who  claims  payment  for  services  which 
are  medically  unnecessary  or  inappropriate,  do  not  meet  professionally  rec¬ 
ognized  standards,  or  are  not  adequately  documented  as  to  medical  neces¬ 
sity  or  quality. 

B  Why  Significant:  This  regulation  will  establish  procedures  under  which  the 
Department  will  invoke  sanctions  The  purpose  of  this  sanction  process  is  to 
discipline  providers  and  practitioners,  and  protect  the  public.  In  addition, 
there  is  strong  public  interest  in  completing  regulation  for  PSROs 

C  Regulatory  Analysis:  Not  required 

D  Need  To  implement  the  1972  amendments  to  the  Social  Security  Act 

E.  Legal  Basis:  Sec.  1160(b)  Social  Security  Act  (42  U  SC.  1320c-9);  Sec 
249F  of  Pub.  L.  92-603 

F.  Chronology  NPRM  was  published  on  October  13.  1978  (43  FR  47474)  The 
comment  period  closed  on  December  12.  1978 

A.  Description:  This  regulation  would  propose  criteria  lor  determining  when  a 
patient  or  provider  would  not  be  held  liable  for  knowing  that  the  services 
were  medically  unnecessary  or  otherwise  mappropnate.  before  the  services 
have  been  disapproved  by  PSROs  for  Medicare  and  Medicaid  payments. 

B.  Why  Significant:  The  regulation  would  reduce  waste  by  eliminating  Federal 
payments  for  unnecessary  care  In  adoition.  there  is  strong  public  interest  in 
completing  regulations  for  PSROs. 


C.  Regulatory  Analysis:  Not  required 

D.  Need  To  implement  the  1972  and  1977  amendments  to  the  Social  Security 
Act 

E.  Legal  Basis  Secs  1156(a)  and  1158(d)  of  the  Social  Security  Act;  Pub  L 
92-603;  Sec  22  Of  Pub.  L.  95-142. 

F  Chronology:  The  proposal  is  currently  under  review.  When  the  review  is 
completed  it  will  be  submitted  to  the  Department  for  approval 

A.  Description:  This  regulation  contains  procedures  for  the  reconsideration  of 
the  medical  necessity  determinations  of  PSROs  and  the  review  of  such  re¬ 
considerations  by  Statewide  Professional  Standards  Review  Councils 

B.  Why  Significant:  This  regulation  would  clarify  the  process  for  appealing 
PSRO  determinations.  In  addition,  there  is  strong  public  interest  in  complet¬ 
ing  regulations  for  PSROs 

C.  Regulatory  Analysis:  Not  required 

D.  Need:  To  implement  1972  amendments  to  the  Social  Security  Act 

E.  Legal  Basis:  Sec.  1159(a)  of  the  Social  Security  Act  (42  U.SC.  1320c-8), 
Sec.  249F  of  Pub  L.  92-603. 

F.  Chronology:  NPRM  was  published  on  March  5.  1979  (44  FR  12067).  The 
comment  period  closed  on  May  4,  1979. 

A.  Description:  The  regulations  would  revise  requirements  and  procedures  for 
utilization  review  in  health  care  institutions  participating  in  Medicare  and 
Medicaid  programs  These  regulations  would  provide  for  review  of  the  medi¬ 
cal  necessity  of  admissions  and  continued  stays,  the  appropriateness  and 
quality  of  patient  care,  and  the  effectiveness  of  utilization  of  facility  and 
health  professional  services. 

B  Why  Significant:  This  regulation  would  assure  quality  care  by  establishing 
requirements  for  conducting  concurrent  and  retrospective  review  of  the 
health  care  provided  to  Medicare  beneficiaries  and  Medicaid  recipients 

C.  Regulatory  Analysis:  Not  required. 

D.  Need  To  implement  the  1976  amendments  to  the  Social  Security  Act  re¬ 
garding  utilization  review  requirements  in  nospitals  not  covered  by  PSROs 

E.  Legal  Basis  Sec  1903(g)(1)(C)  of  the  Social  Secunty  Act.  Sec  110  of  Pub 
L.  94-182 

F  Chronology:  The  proposal  is  currently  under  review  When  the  review  is 
completed  it  will  be  forwarded  to  the  Department  for  approval 

A.  Description:  The  regulation  authorizes  surveys  to  validate  whether  Medicare 
hospitals  that  have  been  accredited  by  the  Joint  Commission  on  Accredita¬ 
tion  of  Hospitals  (JCAH)  or  the  American  Osteopathic  Association  (AOA)  are 
meeting  the  specific  Medicare  statutory  and  regulatory  conditions  for  partici¬ 
pation 

B  Why  Significant:  This  regulation  will  provide  for  consultation  with  JCAH  and 
AOA  before  the  Secretary  could  promulgate  standards  that  are  higher  or 
more  precise  than  those  used  by  JCAH  or  AOA 

C.  Regulatory  Analysis:  Not  required 

D.  Need:  The  Department  will  set  new  policy  that  requires  modified  regulation 
The  intent  is  to  expand  and  clarify  the  regulatory  provisions  concerning  the 
effect  of  JCAH  and  AOA  hospital  accrediation 

E.  Legal  Basis:  Secs  1102,  1861(b).  1664.  1865.  and  1871  of  the  Social  Se¬ 
curity  Act  (42  U.S  C.  1302,  1396(e).  1895aa.  1395bb.  1395hh.  and  1395rr) 

F.  Chronology:  NPRM  was  published  on  April  27.  1979  (44  FR  25186)  The 
comment  period  closed  on  June  26.  1979 

A.  Description:  This  regulation  would  revise  conditions  of  participation  for  hos¬ 
pitals  in  Medicare  and  Medicaid  It  would  simplify  the  language  and  update 
the  requirements  to  reflect  changes  in  legislation  and  advances  m  technol¬ 
ogy 

B  Why  Significant  This  regulation  would  simplify  the  regulatory  requirements 
hospitals  must  meet  to  be  certified  for  participation  in  Medicare  and  Medic¬ 
aid.  The  amendments  are  intended  to  hold  down  costs  while  maintaining  an 
acceptable  level  of  patient  care. 

C.  Regulatory  Analysis  Not  required 

D  Need  To  add  greater  requirements  for  accountability  while  allowing  flexibil¬ 
ity  for  hospitals  in  performing  administrative  and  managerial  functions,  and 
to  implement  the  1975  amendments  to  the  Social  Secunty  Act. 

E  Legal  Basis:  Secs  1102.  1861(e).  1861(f),  1861(g).  1864.  and  1891  of  the 
Social  Security  Act  (42  U.S  C.  1302  1395  et  seq  ).  Sec  102  of  Pub.  L  94- 
182. 

F.  Chronology:  General  Notice  published  on  November  2.  1977  (42  FR 
57351). 


Tony  Tirone.  Deputy  Director, 
DLTC.  HSQB,  Dogwood  East 
Bldg. ...Second  Floor.  1849 
Gwynn  Oak  Ave.,  Baltimore. 
Md  21207,  301-594-3642 


Alan  Reider,  Acting  Director, 
IRB,  DPR.  HSQB.  1st  Fir , 
Dogwood  East  Bldg  ,  1849 
Gwynn  Oak  Ave ,  Baltimore. 
Md  21207.  301-594-3980 


Alan  Reider.  Acting  Director. 
IRB,  DPR,  HSQB.  1st  Fir.. 
Dogwood  East  Bldg..  1849 
Gwynn  Oak  Ave..  Baltimore. 
MD  21207  301-594-3980 


Alan  Reider.  Acting  Director. 
IRB.  DPR,  HSQB.  1st  Fir., 
Dogwood  East  Bldg  ,  1849 
Gwynn  Oak  Ave..  Baltimore. 
MD  21207  301-594-3980 


Romes  Calhoun,  Standards  and 
Certification  Analyst.  HSQB. 
Dogwood  East  Bldg ,  1849 
Gwynn  Oak  Ave..  Baltimore. 
MD  21207.  301-594-9714 


Marc  Thomas.  Standards  and 
Certification  Analyst.  HSQB. 
2nd  Floor.  Dogwood  East 
Bldg.,  1849  Gwynn  Oak  Ave 
Baltimore.  MD.  21207  301- 
594-9714 


Decision  quarter 


Final  Rule  October-December 
1979 


Proposed  Rule  January -March 
1980 


Final  Rule  January-March  1980 


Proposed  Rule  October 
December  1979 


Final  Rule  January  -March  1980 


Proposed  Rule  October- 
December  1979 
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Title 


Summary 


Contact 


Decision  quarter 


HCFA-7— Medicare/Medicaid  Program: 

Funding  ol  Professional  Standards  Review 
Organizations  (PSRO)  Hospital  Review- 
Method  for  Reimbursing  Cost  of  Hospital 
Review. 


HCFA-8— Medicare/Mcdicaid  Program:  Con¬ 
fidentiality  and  Disclosure  of  Information  of 
Professional  Standards  Review  Organiza¬ 
tions  (PSROs)— Criteria  Governing  Confi¬ 
dentiality  and  Disclosure  of  Information. 


HCFA-9— Medicare/Medicaid  Program  Cer¬ 
tification  of  Separate  Cost  Entities— The 
Requirements  for  Certification. 


HCFA-10  —  Medicare  /  Medicaid  Program: 
End-Stage  Renal  Disease  (ESRD)— Electri¬ 
cal  Requirements  Revoked— Revoking  Un¬ 
necessary  Requirements. 


HCFA-1 1  —  Medicare  /  Medicaid  Program 
Safeguards  for  Patient  Funds — Procedures 
for  Protection  of  Funds. 


HCFA-12— Medicaid  Program:  Extension  of 
Professional  Standards  Review  Organiza¬ 
tion  (PSRO)  Review  to  Intermediate  Care 
Facilities— Conditions  for  Reviewing  Quality 
and  Necessity  of  Care. 


HDF  A- 1 3  —  Medicare  /  Medicaid  Program: 
Conditions  of  Participation  for  Skilled  Nurs¬ 
ing  Facilities  (SNFs)  and  Intermediate  Care 
Facilities  (ICFs)— Conditions  of  Participa¬ 
tion. 


A.  Description:  This  regulation  sets  forth  a  new  method  for  reimbursing  the 
cost  of  hospital  reviews  by  PSROs.  It  applies  to  review  of  hospital  care  pro¬ 
vided  to  patients  eligible  under  the  Medicare.  Medicaid,  and  Maternal  and 
Child  Health  and  Crippled  Children's  Programs. 

B.  Why  Significant:  This  regulation  will  set  budget  limitations  on  the  amount 
that  can  be  spent  for  PSRO  hospital  review  by  providing  tor  an  annual 
areawide  budget  ceiling  for  each  PSRO. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  implement  the  1975  amendments  of  the  Social  Security  Act. 

E.  Legal  Basis:  Secs.  1168,  1815(b),  and  1861(w)  of  the  Social  Security  Act; 
Sec.  1 12  of  Pub.  L.  94-182. 

F.  Chronology:  NPRM  was  published  on  May  7,  1979  (44  FR  26769).  The 
comment  period  closed  on  July  6,  1979. 

A.  Description:  These  regulations  set  forth  criteria  governing  the  acquisition, 
protection,  and  disclosure  of  information  obtained  or  generated  by  PSROs. 

B  Why  Significant:  These  regulations  place  limits  on  the  disclosure  of  PSRO 
information  and  establish  penalties  for  unauthorized  disclosure.  These  regu¬ 
lations  are  intended  to  assure  that  PSROs  have  access  to  necessary  infor¬ 
mation,  that  confidental  information  is  adequately  safeguarded  and  that  the 
information  may  be  used  as  effectively  as  possible. 

C.  Regulatory  Analysis:  Not  required. 

D  Need:  To  implement  the  1977  amendments  to  the  Social  Security  Act. 

E.  Legal  Basis:  Secs.  1166(a)  of  the  Social  Security  Act;  Sec.  5(h)  of  Pub.  L. 
95-142. 

F.  Chronology  Interim  regulation  was  published  on  January  16,  1978  (43  FR 
2282).  NPRM  was  published  on  January  15,  1979  (44  FR  3058).  The  com¬ 
ment  period  closed  on  March  16,  1979. 

A.  Description:  This  regulation  would  propose  conditions  under  which  a  com¬ 
ponent  which  provides  typically  unskilled  care  within  a  hospital  may  be  certi¬ 
fied  as  a  provider  distinct  from  the  hospital. 

B  Why  Signihcant:  This  regulation  recognizes  significant  operating  cost  differ¬ 
ences  existing  between  components  within  a  provider  institution,  and  as¬ 
sures  equitable  reimbursement  by  providing  for  separate  certification. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  establish  clear,  concise,  and  comprehensive  criteria  that  can  be 
uniformly  applied. 

E.  Legal  Basis:  Sec.  1861(e),  (f).  (g),  and  (j)  of  the  Social  Security  Act. 

F.  Chronology:  The  proposal  is  currently  under  review.  When  the  review  is 
completed  it  will  be  submitted  to  the  Department  for  approval. 

A  Descnption:  This  regulation  revokes  requirements  for  emergency  generators 
and  ground  fault  interrupters  in  freewstanding  end-stage  renal  disease  cen¬ 
ters  because  they  have  proven  unnecessary  for  health  and  safety. 

B  Why  Significant:  The  purpose  of  this  regulation  is  to  reduce  unnecessary 
and  burdensome  requirements  without  affecting  the  health  and  safety  of  pa¬ 
tients. 

C.  Regulatory  Analysis:  Not  required. 

0  Need:  To  implement  the  Department's  decision  that  ESRD  facilities  are  not 
subject  to  wet  conditions.  Therefore,  ground  fault  interruptors  are  not  neces¬ 
sary 

E.  Legal  Basis:  Sec.  226(g)  of  the  Social  Security  Act. 

F  Chronology:  NPRM  was  published  on  November  7,  1978  (44  FR  51822). 
The  comment  period  closed  on  January  8,  1979 

A.  Description:  This  regulation  expands  standards  for  protection  of  personal 
funds  of  Medicare  and  Medicaid  patients  in  skilled  nursing  facilities  and  in¬ 
termediate  care  facilities. 

B.  Why  Significant:  The  regulation  will  curtail  the  reported  misuse  of  patient 
funds  and  assure  that  personal  funds  are  fully  accounted  for  and  made 
available  to  patients  when  they  need  them.  In  addition,  there  is  strong  public 
interest  in  adequately  safeguarding  patient  funds. 

C.  Regulatory  Analysis:  Not  required. 

D  Need:  To  implement  the  1977  and  1978  amendments  to  the  Social  Security 
Act. 

E.  Legal  Basis  Sec.  1861(j)(14)  of  the  Social  Security  Act,  Sec  21(a)  of  Pub. 
L.  95-142;  Sec  8(a)  of  Pub.  1.  95-292. 

F  Chronology  NPRM  was  published  on  September  1,  1978  (43  FR  39154). 
The  comment  period  closed  on  October  31.  1978. 

A  Description:  These  regulations  set  forth  conditions  under  which  PSROs  will 
assume  responsibility  from  State  Medicaid  agencies  for  reviewing  the  quality 
and  necessity  of  health  care  services  provided  in  intermediate  care  facilities 
(ICFs)  and  intermediate  care  facilities  for  the  mentally  retarded  (ICFs-MR) 

B.  Why  Significant:  Tnese  regulations  will  establish  criteria  for  determining 
whether  Medicaid  agency  review  is  effective  or  efficient  and  will  provide  that 
PSROs  assume  review  responsibility  and  authority  in  ICFs  and  ICFs-MR 
where  Medicaid  review  is  not  effective  or  efficient. 

C.  Regulatory  Analysis:  Not  required. 

D  Need  To  implement  the  1977  amendments  to  the  Social  Security  Act 

E.  Legal  Basis  Sec  1155(a)  of  the  Social  Security  Act,  Sec.  5(d)(3)(B)(i)  and 
Sec.  5(o)(2)  of  Pub.  1.  95-142. 

F.  Chronology:  NPRM  was  published  on  February  14,  1979  (44  FR  9605).  The 
comment  period  closed  on  April  16,  1979. 

A  Description:  The  proposed  regulations  would  recodify  revise  and  consoli¬ 
date  present  regulations  governing  conditions  of  participation  for  skilled 
nursing  and  intermediate  care  facilities  under  the  Medicaid  and  Medicare 
programs. 

B.  Why  Significant:  This  regulation,  will  focus  on  patient  care,  promote  cost 
containment  while  improving  quality  care,  and  achieve  more  effective  com¬ 
pliance. 

C.  Regulatory  Analysis:  Yes,  being  conducted. 

D.  Need:  Change  in  methods  of  delivering  health  care  and  the  need  to  control 
the  most  of  long  term  care  while  improving  quality  patient  care. 


Doug  Mating,  Branch  Chief, 
PMB.  Div.  of  PSRO  Progiam 
Oper.,  HSOB,  Dogwood  East 
Bldg.,  1849  Gwynn  Oak  Ave., 
Baltimore,  MD  21207,  301- 
597-2820. 


Kathy  Moss.  Program  Analysts, 
HSQB,  Rm.  5329  MES  Bldg  , 
330  C  Street,  S.W., 
Washington,  DC  20201,  202- 
245-0665, 


James  Conrad,  Standards  and 
Certification  Analyst,  HSOB, 
2nd  Fir.,  Dogwood  East  Bldg. 
1849  Gwynn  Oak  Ave., 
Baltimore,  MD  21207,  301- 
594-7940 


Final  Rule  January-March  1980. 


Final  Rule  April- June  1980. 


Proposed  Rule  January-March 
1980. 


Robert  Moore,  Standards  and 
Certification  Analyst,  HSQB, 
2nd  Fir.,  Dogwood  East  Bldg 
1849  Gwynn  Oak  Ave., 
Baltimore,  MD  21207.  301- 
594-9736 


Final  Rule  January-March  1979 


Marshall  Kapp.  Program  Analyst,  Final  Rule  January-March  1980 
HSQB,  2nd  Floor.  Dogwood 
East  Bldg..  1849  Gwynn  Oak 
Ave.,  Baltimore,  MD  21207 
301-594-5014 


Alan  Reider,  Acting  Director.  IRB  Final  Rule  January-March  1980 
DPR,  HSOB,  1st  Fir . 

Dogwood  East  Bldg ,  1849 
Gwynn  Oak  Ave.  Baltimore. 

MD  21207,  301-594-3980 


J.  Richard  Lenehan.  Jr.,  Proposed  Rule  January-March 

Program  Analyst.  HSQB,  2nd  1980 
Fir.,  Dogwood  East  Bldg  . 

1849  Gwynn  Oak  Ave., 

Baltimore,  MD  21207,  301- 
594-7651 
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E.  Legal  Basis:  Secs  1102,  1814,  1832.  1833,  1861,  1863,  1865,  1866.  and 
1871  of  the  Social  Security  Act  (42  U.S.C.  1302,  1395,  1395f,  1395k,  1395*, 

1395z,  I395b£>,  1395cc.  1395hh,  1396(d)(8),  and  1905(c)). 

F.  Chronology:  Notice  was  published  on  June  8.  1978  (43  FR  24873). 

HCF A- 1 4- — Medicare / Medicaid  Program:  Ef-  A.  Description.  Tnese  regulations  will  make  Medicare  and  Medicaid  rules  iden-  James  Conrad.  Standards  and 
fecture  Date:  Provider  Agreement— Criteria  tical  in  (1)  the  beginning  effective  dates  of  nursing  home  provider  agree-  Certification  Analyst.  HSQB, 

to-  Effective  Date  of  Provider  Agreement.  ments  (2)  the  effect  of  a  change  in  ownership  on  the  continuation  of  Feder-  2nd  Fir.,  Dogwood  East  Bldg.. 

a!  payments  to  nursing  homes.  1649  Gwynn  Oak  Ave., 

B.  Why  Significant  This  regulation  states  that  provider  agreements  under  Baltimore,  MD  21207,  301- 

Medicare  and  Medicaid  programs  will  be  effective  on  the  date  of  the  onsite  594-7940. 

health  and  safety  survey  if  all  Federal  requirements  are  met  If  they  are  not 
met,  the  effective  date  is  the  date  on  which  the  requirements  are  met  or  on 
which  the  provider  submits  an  acceptable  plan  of  correction  or  waiver  re¬ 
quest. 

C.  Regulatory  Analysis:  Not  required. 

D.  Reed-  To  simply  administration  and  prevent  unnecessary  interruption  of 
benefits  to  nursing  home  patients. 

E.  Legal  Basis:  Secs.  1102,  1366,  1902,  and  1910  of  the  Social  Security  Act 
(42  U.S.C.  1302.  1395CC,  1396a.  1396i). 

F.  Chronology:  NPRM  was  published  on  February  5.  1979  (44  FR  6958).  The 
comment  period  closed  on  April  6,  1979. 

HCFA-15— Medicare /Medicaid  Programs  A.  Description.  The  regulation  would  propose  requirements  tor  fire  extinguish-  Robert  Jevec.  Program  Analyst. 
Sonnkler  Systems  for  Long  Term  Care  ment  systems  in  skilled  nursing  and  intermediate  care  facilities.  HSQB,  2nd  Fir.,  Dogwood 

Facilities— Requirements  for  Fire  Extin-  B  Why  Significant  Automatic  extinguishment  systems  are  an  important  aspect  East  Bldg  ,  1849  Gwynn  Oak 

guishment  Systems.  to  patient  safety  in  long  term  care  facilities,  but  are  also  costly  to  install;  Ave .  Baltimore.  MD  21207, 

especially  in  existing  facilities.  301-594-3314. 

•  C.  Regulatory  Analysis:  Not  required. 

D.  Need  Concern  by  the  public  to  extent  requirements  for  automatic  extin¬ 
guishment  systems  to  all  facilities. 

E.  Legal  Basis:  Secs.  1102,  and  I86l(j)  (13)  of  the  Social  Secunty  Act  (42 
U.S.C.  1302.) 

F.  Chronology:  Notide  of  Intent  was  published  on  December  6.  1978  (43  FR 
57166.  The  comment  period  closed  on  January  30,  1979. 

HCFA- 16— Medicare/Medicaid  Program:  Ter-  A.  Description:  The  regulation  would  amend  the  Medicaid  regulations  concem- 
mination  of  Federal  Financial  Participation  ing  Federal  financial  participation  (FFP)  in  cases  where  a  Medicaid  nursing 
(FFP)  m  Long  Term  Care  Facilities—  home's  provider  agreement  is  not  renewed  or  is  terminated  because  the 
Change  of  FFP  Requirements.  home  is  out  of  compliance  with  Federal  requirements 

B.  Why  Significant  Guidelines  for  the  termination  of  FFP  in  long  term  care 
facilities. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need  This  regulation  is  needed  to  establish  a  uniform  nationwide  Medicaid 
policy 

E  Legal  Basis  Sec.  1102  of  the  Social  Security  Act  (42  U.S.C.  1302). 

F.  Chronology  The  proposal  is  currently  being  developed  When  it  is  complet¬ 
ed  it  will  be  submitted  to  the  Department  for  approval 

HCFA-l  7— Medicare  Program:  Radiological  A.  Description:  This  regulation  broadens  the  scope  of  the  radiology  services  Jim  Menas,  Program  Analyst. 
Services— Procedures  for  Reimbursement.  for  which  Medicare  will  reimburse  at  100  percent  of  reasonable  charges.  BPP,  HCFA,  Rm  457  EHR. 

B.  Why  Significant:  This  regulation  will  help  simplify  reimbursement  procedures  6401  Security  Blvd.,  Baltimore, 
and  facilitate  claims  processing  by  hospitals  and  Medicare  carriers  and  inter-  MD  21235,  301-594-9406. 
mediaries  for  inpatient  radiology  services. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  Administrative  simplicity. 

E  Legal  Basis:  Sec.  1833(a)(1)(B)  of  the  Social  Secunty  Act  Sec.  131  of  Pub. 

L  90-248. 

F.  Chronology:  NPRM  was  published  on  January  25,  1979  (44  FR  5162).  The 
comment  period  closed  on  March  26. 1979. 

HCFA- 1 8— Medicare  Program:  Reimburse-  A.  Description.  This  regulation  would  establish  qualifying  conditions  and  princi-  Frank  E.  Emerson,  Program 
ment  Prepaid  Health  Plans— Conditions  pies  of  reimbursement  for  Health  care  prepayment  plans  (HCPPs),  other  Analyst,  BPP,  Rm.  1-A-1 

and  Principles  of  Reimbursement.  than  health  maintenance  organizations,  (HMDs),  which  elect  to  receive  reim-  ELR,  6401  Security  Blvd., 

bursement  under  the  Medicare  Supplementary  Medical  Insurance  Program.  Baltimore.  MD  21235.  301- 
B  Why  Significant  The  requirements  on  this  regulation  for  HCPPs  are  similar  597-2968. 
to  the  extent  possible,  to  those  provided  by  tne  Medicare  payment  for 
HMDs  reimbursed  on  a  reasonable  cost  basis. 

C.  Regulatory  Analysis:  Not  required. 

0.  Need.  The  consistency  in  qualifying  conditions  and  reimbursement  princi¬ 
ples  wili  assure  uniform  treatment  of  both  these  types  of  prepayment  organi¬ 
zations  under  Medicare. 

E  Legal  Basis  Secs.  1802  and  1833(a)(1)(A)  of  the  Soc>ai  Security  Act 
F.  Chronology:  The  proposal  is  currently  under  review.  When  the  review  is 
completed  it  win  be  submitted  to  the  Department  for  approval. 

A  Desorption:  This  regulation  clarifies  that  a  beneficiary  cannot  be  found  Jack  Wasserman,  Branch  Chief, 
liable  for  certain  non-covered  items  or  services  if  he  has  not  been  notified  in  BPP.  Rm.  168  EHR.  6401 

writing  that  the  items  or  services  in  question  are  excluded  from  Medicare  Security  Blvd.,  Baltimore,  MD 

coverage.  21 235,  30 1  -594-930 1 . 

B  Why  Significant:  Th's  rule  clarifies  the  current  regulation  by  specifying  that  a 
benef.ciary  win  not  be  found  to  have  knowledge  that  items  and  services  are 
not  covered  unless  he  has  been  given  written  notification  from  the  provider, 
the  fiscal  Intermediary,  or  some  other  appropriate  source 
C  Regu'atoy  Analysis:  Not  required. 

D.  Need:  Clarifies  tne  circumstances  under  which  a  Medicare  beneficiary  will 
be  entitled  to  a  presumption  of  ignorance  concerning  program  cove-age 

E.  Legal  Bas's:  Secs.  1897  of  the  Social  Security  Act. 

F.  Chronology  NPRM  was  published  on  December  7,  1978  (43  FR  57307). 

The  comment  period  closed  on  February  5,  1979. 

HCFA-23— Medicare  Program  Inpatient  A  Description:  This  regulation  sets  forth  procedures  and  cntena  for  Medicare  Hugh  McCortville,  Deputy 

Sennces— Foreign  Hospitals— Procedures  payments  for  covered  inpatient  services  furnished  to  beneficiaries  by  foreign  Dilector.  DIRS,  BPP.  Rm.  1- 

and  Criteria  for  Medicare  Payments.  hospitals.  B-5  ELR,  6401  Security  Blvd 

B  Why  Significant.  This  regulation  provides  for  payment  based  on  100  percent  Baltimore.  MD  21235,  301- 
of  customary  charges  for  covered  inpatient  hospital  services  furnished  by  597-1333. 
foreign  hospitals  that  elect  to  receive  payment  directly  from  the  Medicare 
program. 


HCFA- 1 9 — Medicare  Program  Written 
Notice  For  Non-Reimbursable  Services— 
CianScabon  of  Beneficiary  Liability. 


Stanley  Katz.  Director.  DTPL, 
BPP,  Rm.  190  EHR,  6401 
Security  Blvd.,  Baltimore,  MD 
21235,  301-594-9595. 


Decision  quarier 


Final  Rule  January-March  1980 


Proposed  Rule  January-March 
1980. 


April-June  1980 


Final  Rule  April-June  1980 


Proposed  Rule  October- 
December  1979 


Final  Rule  October-December 
1979. 


Final  Rule  October-December 
1979. 


V\ 
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Title 


HCFA-26— Medicare/Medicaid  Program:  Re¬ 
imbursement:  Internship  and  Residency 
Program — Change  in  Reimbursement  Re¬ 
quirements 


HCFA-27— Medicare  Program:  Teaching 

Hospitals'  Physicians  Costs— Criteria  for 
Payments  to  Teaching  Hospitals. 


HCFA-28— Medicare  Program:  Special  Care 
Units— Clarifies  Definitions  and  Reimburse¬ 
ment  Procedures. 


HCFA-29— Medicare  Program:  Reimburse¬ 
ment  to  Related  Organizations— Sets  Re¬ 
imbursement  Limits. 


HCFA-30— Medicare  Program:  End-stage 
Renal  Disease  (ESRD)  Networks— Re¬ 
quirements  for  ESRD  Networks 


HCFA-31— Medicare  Program:  Incentiye  Re¬ 
imbursement  for  End-Stage  Renal  Disease 
(ESRD)  Services— Methods  and  Proce¬ 
dures  for  Reimbursement. 


Health  Care  Financing  Administration— Significant  Regulations— Continued 


Contact  Decision  quarter 


A.  Description:  This  regulation  would  eliminate  the  requirement  that  a  provid-  William  J.  Goeller,  Chief.  PR8.  Final  Rule  Aprii-June  1980 

er's  costs  be  reduced  by  the  amounts  of  certain  grants  and  donations  when  BPP,  Rm.  1-D-1  ELR,  6401 

calculating  the  reimbursement  allowed  under  Medicare.  Medicaid,  or  the  Ma-  Security  Blvd.,  Baltimore.  MD 
tema!  and  Child  Health  Program.  These  grants  and  donations  are  those  21235,  301-597-1802 
which  support  approved  internship  and  residency  programs  in  family  prac¬ 
tice,  general  medicine,  and  general  pediatrics. 

B  Why  Significant:  The  regulation  would  allow  prividers  to  realize  the  full 
benefit  of  grants  for  primary  care  residency  programs  by  not  deducting 
these  grants  from  incurred  provider  cost  before  determining  Medicare  and 
Medicaid  reimbursement. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need  To  avoid  nullifying  the  purpose  of  specific  grants  for  primary  care 
internship  and  residency  programs. 

E.  Legal  Basis:  Secs.  1102.  1814(b)  and  1633(a)(2)  of  the  Social  Security  Act 

F.  Chronology:  NPRM  was  published  on  August  10.  1979  (44  FR  47117).  The 
comment  period  closed  on  October  9.  1979. 

A  Description:  This  regulation  proposes  criteria  under  which  Medicare  would  Paul  Reisel,  Branch  Chief.  Proposed  Rule  October- 

pay  reasonable  charges  for  physician  services  in  teaching  hospitals  or  PPRB,  BPP,  Rm.  1-E-5.  ELR,  December  1979. 

would  reimburse  teaching  hospitals  for  the  reasonable  costs  of  physician  6401  Security  Blvd.,  Baltimore, 

services.  It  would  also  specify  the  manner  and  extent  to  which  payments  MD  21235,  301-594-5431. 
would  be  made  for  certain  medical  school  costs  and  for  services  Of  volun¬ 
teer  physicians. 

B.  Why  Significant:  The  regulation  provides  that  the  reasonable  cost  of  physi¬ 
cian  services  would  be  based  on  that  portion  of  each  physician's  total  com¬ 
pensation  which  is  properly  attributable  to  furnishing  services  to  Medicare 
beneficiaries,  and  specifies  the  conditions  under  which  physician  services  in 
a  teaching  hospital  may  be  reimbursed  on  a  reasonable  charge  basis  under 
the  “grandfather  clause"  or  "private  patient"  exceptions 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  implement  the  1972  amendments  to  the  Social  Security  Act. 

E.  Legal  Basis:  Secs.  1842(b)(3)  and  1861(b)(7)(A)  of  the  Social  Security  Act; 

Sec.  227  of  Pub.  L.  92-603. 

F.  Chronology:  The  proposal  is  currently  under  review.  When  the  review  is 
completed,  it  will  be  submitted  to  the  Department  for  approval. 

A.  Description:  These  regulations  refine  the  definition  of  hospital  special  care 
units  and  clarify  the  requirements  for  their  reimbursement  under  the  Medi¬ 
care  program. 

B.  Why  Significant.  The  amendments  to  the  current  regulation  will  expand 
upon  the  general  requirements  for  special  care  units,  and  set  specific  re¬ 
quirements  of  nursing  care  which  they  must  provide  to  be  considered  spe¬ 
cial  care  units  for  Medicare  program  reimbursement  purposes. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  Clarify  the  intent  of  the  regulation  that  the  term  "special  care  unit" 
applies  only  to  those  units  rendering  a  level  of  care  that  is  comparable  to 
intensive  care 

E.  Legal  Basis:  Secs.  1102,  1814(b),  1861(v),  and  1871  of  the  Social  Security 
Act  (42  U.S.C.  1302,  1395f,  1395x,  and  1395hh). 

F.  Chronology:  NPRM  published  on  May  16.  1979  (44  FR  26768)  The  com¬ 
ment  period  closed  on  July  16.  1979. 

A.  Description:  The  regulation  limits  the  amount  a  provider  may  be  reimbursed 
on  the  basis  of  charges  when  it  obtains  services,  facilities,  and  supplies 
from  ah  organization  related  to  the  provider  by  common  ownership  or  con¬ 
trol. 

B.  Why  Significant:  The  regulation  clarifies  the  meaning  and  intent  of  the  regu¬ 
lation  by  defining  terms  and  adding  explanatory  language 

C.  Regulatory  Analysis:  Not  required. 

D  Need:  To  make  the  regulation  more  understandable  to  the  public,  and  to 
reduce  those  areas  of  misinterpretation  which  causes  dispute  in  administra¬ 
tion. 

E  Legal  Basis:  Secs.  1102,  1861(v),  and  1871  of  the  Social  Security  Act  (42 
U.S.C.  1302,  1395o(u),  and  1395hh). 

F.  Chronology:  NPRM  was  published  on  January  26,  1979  (44  FR  5479).  The 
comment  period  closed  on  March  27,  1979. 

A  Descnption:  The  proposed  regulation  requires  that  networks  establish  goals  Philip  M.  Jos,  Director,  Office  of  Final  Rule  Apnl-June  1980 
to  maximize  use  of  self-dialysis  and  kidney  transplantation  and  that  there  be  End  Stage  Renal  Disease, 

at  least  one  patient  representative  on  each  network  coordinating  council  OSP,  Rm.  1-D-3,  Dogwood 

and  executive  committee.  It  would  also  require  networks  to  submit  annua!  West  Bldg.,  1848  Gwynn  Oak 
reports;  ESRD  facilities  to  make  individual  patient  in'ormation  available  to  Ave.,  Baltimore,  MD  21235, 
their  network  medical  review  boards  upon  request;  and  that  network  meet-  301-594-6530. 
ings  be  advertised  and  open  to  the  public. 

B.  Why  Significant:  This  regulation  is  intended  to:  1)  given  ESRD  patients  and 
the  general  public  a  more  active  role  in  network  decision  making  processes; 

2)  encourage  maximum  use  of  the  lower  cost  forms  of  treatment,  self-dialy¬ 
sis  and  kidney  transplantation;  and  3)  encourage  greater  objectivity  in  net¬ 
work  decision-making. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  implement  the  1978  amendments  to  the  Social  Security  Act. 

E  Legal  Basis:  Sec.  1881(c)  of  the  Social  Security  Act;  Pub.  L.  95-292. 

F.  Chronology:  NPRM  was  published  on  July  16,  1979  (44  FR  41841).  The 
comment  period  closed  on  September  17,  1979. 

A.  Description:  The  regulation  would  propose  methods  and  procedures  for  re¬ 
imbursing  providers  and  facilities  for  outpatient  renal  dialysis  services  pro¬ 
vided  to  ESRD  patients. 


Paul  Trimble,  Branch  Chief,  Final  Rule  January-March  1980 
Accounting  Policy  Branch, 

BPP,  Rm.  1-G-1  ELR,  6401 
Security  Blvd.,  Baltimore,  MD 
21235,  301-594-8640 


William  J.  Goeller,  Chief,  PRB,  Final  Rule  Janua'y-Mareh  1980 
BPP,  Rm.  1-D-1  ELR.  6401 
Security  Blvd.,  Baltimore,  MD 
21235,  301-597-1802. 
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Decision  quartet 


B.  Why  Significant:  The  regulation  would  provide  for  prospective  payment  on  Philip  M.  Jos.  Director,  Office  of  Proposed  Rule  October- 


various  types  of  dialysis  treatment  through  national  rates,  periodically  adjust¬ 
ed.  The  rates  will  be  paid  subject  to  an  exception  process. 


C.  Regulatory  Analysis:  Not  required. 

D.  Hoed:  The  regulation  provides  for  an  Incentive  reimbursement  method  to 
encourage  economies  in  the  delivery  of  ESRD  services. 

E.  Legal  Basis:  Secs.  11C2,  1814(b),  1833.  186l(v)(1),  1871,  and  1881  of  the 
Social  Security  Act  (42  U  S  C.  1302,  1395(f),  1395e,  1395(b)(1),  1395hh  and 
1395rr). 

F.  Chronology:  The  proposal  is  currently  under  review.  When  the  review  is 
completed,  it  will  be  submitted  to  the  Department  for  approval. 

HCFA-32— Medicare  Program:  Deeming  of  A  Description:  This  regulation  would  revise  current  rules  for  determining  Med- 


End  Stage  Renal  Disease, 
OSP,  Rm.  1-D-3,  Dogwood 
West  Bldg..  1846  Gwynn  Oak 
Ave.,  Baltimore,  MD  21235, 
301-594-6530 


December  1979. 


6401  Security  Blvd.,  Baltimore, 
MD  21235,  301-594-9127. 


Income  Between  Spouses— Financial  Eligi-  icaid  financial  eligibility  for  the  aged,  blind,  or  disabled  in  States  and  territor- 
bility  Requirements.  ies  using  more  restructure  eligibility  requirements  than  Supplemental  Secu¬ 

rity  Income  (SSI)  requirements. 

B.  Why  Significant:  The  regulation  would  require  these  States  and  territories  to  Michael  Fiare,  Piogram  Analyst,  Proposed  Rule  Octobcr- 
cease  the  deeming  of  income  between  aged,  blind,  or  disabled  applicants  DMEP,  BPP,  Rm.  416  EHR,  December  1979 
(or  recipients)  and  their  spouses,  when  either  the  applicant  (or  recipient)  or  6401  Security  Blvd.,  Baltimore, 
his  or  her  spouse  is  institutionalized.  MD  21235,  301-594-9127. 

C  Regulatory  Analysis:  Not  required. 

D.  Need:  To  implement  a  court  order  by  the  Federal  District  Court  of  Colum¬ 
bia. 

E  Legal  Basis:  Gray  Panthers  vs.  Secretary,  Department  of  Health,  Education, 
and  Welfare,  et  at.,  cure  cure  action  no.  78-0661;  Sec.  1102  of  the  Social 
Security  Act  (42  U  S.C.  1203). 

F.  Chronology:  The  proposal  is  currently  under  review  in  the  Department. 

HCFA-33— Medicare  Program:  Educational  A.  Description:  This  proposal  would  revise  the  regulation  governing  the  William  Goelier,  Chief,  Provider  Proposed  Rule  April-  June  i960 


Reimbursement  Br.,  BPP,  Rm, 
1-D-1  ELR,  6401  Seourity 
Bhrd.,  Baltimore,  MD  21235, 
801-597-1802. 


Programs  Reimbursement— Clarification  of  amount  of  reasonable  cost  reimbursement  due  health  care  providers  under  Reimbursement  Br.,  BPF 
Reimbursement  Policy  Medicare.  1-D-1  ELR,  6401  Seourl 

B.  Why  Significant  The  regulation  would  more  clearly  identify  the  provider  Blvd.,  Baltimore,  MD  2li 
costs  for  approved  medical,  nursing,  and  paramedical  education  programs  801-597-1802. 

that  are  allowable  and  to  specify  procedures  tor  calculating  a  provider's  net 
costs  of  these  programs. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  Changes  which  have  occuned  in  the  way  health  care  education  pro¬ 
grams  are  operated  and  financed  necessitate  the  revision.  Providers  and  the 
public  generally  need  to  be  informed  of  clarifications  of  Medicare  reimburse¬ 
ment  policy. 

E.  Legal  Basis:  Secs.  1102,  1814(b)  and  1833(a)(2)  of  the  Social  Security  Act 
(42  U.S.C.  1302,  1395f(b),  and  1395d(a)<2)). 

F.  Chronology:  The  proposal  is  currently  under  review.  When  the  review  is 
completed  it  will  be  submitted  to  the  Department  for  approval. 

HCF A-34 — Med-caio/Mudicaid  Program:  A.  Description:  This  regulation  would  add  to  the  list  of  items  and  services  sub-  Paul  Riesel.  Branch  Chief, 


Proposed  List  of  Additional  hems  and  ject  to  the  lowest  charge  criteria,  15  of  the  frequently  performed  laboratory 
Services  Subject  to  the  Lowest  Charge  services  for  Medicare-Medicaid  beneficiaries  and  5  items  of  durable  medical 
Level-List  ol  Items  and  Services  Subject  equipment  most  frequently  rented  or  purchased.  A  laboratory  test  or  service 
to  Lowest  level  Charge  Criteria  on  this  list  could  be  subject  to  the  lowest  charge  provision  regardless  of 

whether  it  was  performed  on  an  individual  basis  (manually  or  on  an  auto¬ 
mated  equipment)  or  as  part  of  an  automated  battery. 

B.  Why  Significant:  The  lowest  charge  level  regulation  implements  certain  cost 
containment  provisions  as  set  forth  by  law. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  implement  the  1974  and  1975  amendments  to  the  Social  Security 
Act. 

E.  Legal  Basis.  Secs.  1102,  1842(b),  1971,  and  1903(i)(i)  of  the  Social  Secu¬ 
rity  Act  (42  U.S.C.  1302,  1395(b),  1395hh,  and  1396(b)(i)(1)). 

F.  Chronology:  Notice  was  published  on  March  26,  1979  (44  FR  18116).  The 
comment  period  closed  on  May  10, 1979 

HCFA-35— Medicare/ Medicaid  Progiam:  A.  Description.  This  regulation  would  propose  a  prospective  payment  method 


PPRB,  BPP,  Rm  1-E-5  ELR, 
6401  Security  Blvd.,  Baltimore, 
MD  21235,  8  594-  5431 


Final  Notice  June-  Sept  1080 


Berrie  Trufter,  Acting  Section 
Chief  Health  Organization, 
BPP,  Rm.  181,  EHR,  6401 
Security  Blvd.,  Baltimore,  MD 
21235,  301-597-2584 


Proposed  Rule  October - 
December  1979. 


Fra!  Rule  Apnl-Jurte  I960 


Prospective  Reimbursement  of  Rural  lor  reimbursement  of  rural  health  clinic  services  under  Medicaid  and  Medi-  Chief  Health  Organization,  December  1979. 

Health  Clinic.  Sen/ices— Principles  of  Reim-  care.  BPP,  Rm.  181,  EHR,  6401 

bursement  B.  Why  Significant:  The  regulation  would  increase  efficiency  and  increase  bon-  Security  Blvd.,  Baltimore,  MD 

eficiary  access  to  rural  health  services.  21235,  301-597-2584. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  implement  the  1977  and  1970  amendments  to  the  Social  Security 
Act. 

E.  Legal  Basis:  Secs.  1633(a)(3),  i86i(v)(l)(A)  and  I902(a)(i3)  of  the  Social 
Security  Act;  Pub.  L.  95-210  and  Pub.  L.  95-292. 

F.  Chronology .  The  proposal  is  currently  under  review.  When  the  review  is 
completed,  it  will  be  submitted  to  the  Department  for  approval. 

HCFA-35— Medtead  Program:  Family  Plan-  A.  Description:  This  regulation  would  specify  Federal  requirements  for  provi-  Francina  Spencer,  Health  Final  Rule  April-Jun®  I960 

ning— Requirements  for  Family  Planning  sion  of  family  planning  services  under  Medicaid.  It  also  would  specify  types  Insurance  Policy  Specialist, 

Services  and  ranges  that  may  be  included  by  States.  BPP,  Rm.  431  EHR,  6401 

B.  Why  Significant.  Regulations  will  assure  that  States  will  provide  a  uniform  Security  Blvd.,  Baltimore,  MD 

minimum  set  of  family  planning  services  »o  carry  out  the  statutory  require-  21235,  301-594  -9825. 

ment. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  implement  the  1972  amendments  to  the  Social  Security  Act. 

E.  Legal  Basis:  Secs.  1 102, 1905(a)(4)(C)  of  the  Social  Security  Act  (42  U.S.C. 

1302, 1396d(a)(4)(C)). 

F.  Chronology:  NPRM  was  published  on  August  9,  1979  (44  FR  46899).  The 
comment  period  closed  on  October  9. 1979. 

HCFA-37— Medicaid  P'ogram:  Reasonable  A.  Description:  This  regulation  will  clarify  and  expand  requirements  for  State  Milton  Dezube,  Br.  Chief,  Special  Final  Rule  April -June  1980 
Cost-Related  Reimbursement  for  Skilled  methods  of  payment  for  skilled  nursing  and  intermediate  care  facility  serv-  Programs  BPP,  Rm.  1-A-1 

Nursing  and  Intermediate  Care  Facility  ices  under  State  Medicaid  programs.  ELR,  6401  Security  Blvd., 

Sen/ices— Requirements  for  State  Methods  Baltimore,  MD  21235  301- 

of  Payment.  597-1804, 


Francina  Spencer,  Health 
Insurance  Pokey  Specialist, 
BPP,  Rm.  431  EHR,  6401 
Security  Blvd.,  Baltimore,  MD 
21235,  301-594  9825. 
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8.  Why  Significant:  The  regulation  will  make  cost-related  reimbursement  tor 
long-term  care  facilities  a  more  effective,  more  accurate  form  of  payment. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  The  regulations  are  needed  to  clarify  inconsistencies  in  the  cost-re¬ 
lated  reimbursement  rules  published  in  the  Federal  Register  July  1.  1976. 
(41  FR  27300) 

E.  Legal  Basis:  Secs.  1 102.  and  1902(a)(13)(E)  of  the  Social  Security  Act. 

F.  Chronology:  NPRM  was  published  on  April  18.  1979  (44  FR  23095).  The 
comment  period  closed  on  June  18.  1979. 


HCFA-3B— Medicad  Program:  State  Medic-  A.  Description:  This  regulation  proposes  requirements  to  strengthen  protec- 
aid  Contracts— Procedures  for  Contract  tions  against  questions  on  contract  practices  and  possible  program  abuse 
Practices  and  to  remedy  ambiguities  and  omissions  in  existing  regulations. 

B.  Why  Significant:  The  regulation  will  improve  Medicaid  program  administra¬ 
tion  by  ensuring  proper  contracting  procedures  and  maximum  appropriate 
competition. 

C.  Regulatory  Analysis:  No!  required. 

D.  Need:  The  regulation  is  needed  to  implement  Federal  prior  approval  author¬ 
ity  under  45  CFR  Part  74.  Administration  of  Grants. 

E.  Legal  Basis:  Sec.  1102  of  the  Social  Security  Act  (42  U.S.C.  1302). 

F.  Chronology:  The  proposal  is  currently  under  review.  When  the  review  is 
completed,  it  will  be  submitted  to  the  Department  for  approval. 


Leonard  Monfred,  Branch  Chief. 
Div.  of  Procurement,  BPO. 
Rm.  264  EHR.  6401  Security 
Blvd.,  Baltimore.  MD  21235, 
301-594-9638. 


Proposed  Rule  Jaouary-March 
1980. 


HCFA-39— Medicaid  Program:  Hearing  Aid  A.  Description:  The  regulations  will  require  Medicaid  agencies  to  establish  an  Joel  Schaer,  Policy  Analyst,  Final  Rule  Apnl-June  1980. 
and  Eyeglass  Reimbursement— Proce-  acquisition  cost  (AC)  program,  volume  purchase  plan  (VPP),  or  some  combi-  BPP.  Rm.  1-C-5,  ELR,  6401 

dj'es  for  Purchasing  Hearing  Aids  and  nation  of  both  as  a  method  of  purchasing  eyeglasses  and  hearing  aids  for  Security  Blvd.,  Baltimore,  MD 

Eyeglasses  Medicaid  recipients.  The  regulation  will  alro  set  conditions  for  purchase  of  21235,  301-594-7106. 

hearing  aids  by  Medicaid  agencies. 

B.  Why  Significant:  The  regulation  would  limit  payment  to  providers  to  the 
lower  of  the  actual  acquisition  cost  plus  a  reasonable  dispensing  fee,  or  the 
provider's  usual  and  customary  charge  to  the  general  public. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  The  regulations  are  needed  to  lower  the  cost  and  improve  the  quality 
of  hearing  aids  and  eyeglasses  paid  for  under  the  State  Medicaid  program. 

E.  Legal  Basis:  Sec.  1 102  of  the  Social  Security  Act. 

F.  Chronology:  NPRM  was  published  on  May  25.  1979  (44  FR  30382).  The 
comment  period  closed  on  July  24.  1 979. 


HCFA-40— Medca  d  Program:  Assignments  A  Description:  These  regulations  specify  new  procedures:  (1)  allowing  States 
of  Benefits  Collection  of  Medical  Support—  to  require  medicaid  recipients  to  assign  their  right  to  private  insurance  pay- 

P.-ocedures  for  Assignment  of  Benefits.  ments  or  other  medical  support  to  the  States;  (2)  authorizing  child  support 

enforcement  agencies  to  assist  in  collection  of  medicai  support;  and  (3)  pro¬ 
hibiting  Federal  payment  to  any  Medicaid  recipient  who  is  covered  by  a  pri¬ 
vate  health  insurance  policy  having  a  Medicaid  exclusion  clause. 

B.  Why  Significant:  The  regulations  will  reduce  erroneous  Medicaid  payments 
to  services  covered  by  insurance  or  support  orders,  by  increasing  third  party 
recoveries. 

C.  Regulatory  Analysis:  Not  required 

D.  Need:  To  implement  the  1977  amendments  to  the  Social  Security  Act. 

E.  Legal  Basis:  Sec  1102  of  the  Social  Security  Act,  49  Stat.  647  (42  U.S.C. 
1302). 

F.  Chronology:  NPRM  was  published  on  August  29.  1978  (43  FR  38668).  The 
comment  period  closed  on  October  10.  1978. 


Elizabeth  Matheson  Program 
Analyst.  BPP.  Rm  5316.  MES 
Bldg.,  Washington,  D  C..  202- 
245-8097. 


Final  Rule  Oclober-Decembe' 
1979. 


HCPA-4 1  — Me-d*ca.d  Program:  Medicaid  A  Description:  The  regulations  would  amend  the  current  Medicaid  Quality 

Quality  Control  System  Expansion  of  Infor-  Control  (MQC)  regulations  by  requiring  States,  within  specific  time  frames  to: 

mation  Requirements— Requirements  for  (1)  complete  a  set  percentage  of  eligibility  reviews  (active  cases  and  nega- 

Completion  of  Rev.ews  and  Reports.  tive  case  actions);  and  (2)  submit  individual  case  review  findings. 

B.  Why  Significant:  The  regulations  will  make  it  easier  for  States  to  understand 
and  operate  the  Medicaid  Quality  Control  program,  and  improve  Federal  and 
State  program  management  by  ensuring  timely  completion  of  reviews  and 

'  reports. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  The  regulations  are  needed  to  amend  Medicaid  Quality  Control  regu¬ 
lations  by  specifying  time  periods  for  completion  of  reviews  of  the  cases  in 
the  monthly  MQC  samples. 

E  Legal  Basis:  Sec.  1 102  of  the  Social  Security  Act  (42  U.S.C.  1302). 

F.  Chronology:  The  proposal  is  currently  under  review  When  the  review  is 
completed  it  will  be  submitted  to  the  Department  for  approval 


Carlton  Stockton.  Acting 
Director.  DQCR.  BQC,  2-E-5 
ELR.  6401  Security  Blvd.. 
Baltimore,  MD  21235.  30 1  - 
597-1350. 


Proposed  Rule  October- 
December  1979. 


HCFA-42— Medicare  Program:  Medicaid  A.  Description:  This  regulation  will  add  flexibility  to  the  requirements  under  Wesley  Baker,  Chief,  SSRS. 
Management  information  Systems  (MMIS)/  Medicaid  for  mechanized  claims  processing  and  information  retrieval  sys -  BPP.  591  EHR.  6401  Security 

Additional  Oata  Requirements— Proce-  terns.  Blvd..  Baltimore,  MD  21235, 

dures  to  Expand  or  Revise  MMIS  Require-  B.  Why  Significant:  The  regulations  will  set  forth  a  new  procedure  to  improve  301-594-1502. 
ments  Medicaid  management  by  ensuring  that  State  Medicaid  Management  Infor¬ 

mation  Systems  (MMIS)  are  expanded  or  revised  as  necessary  to  meet  pro¬ 
gram  needs. 

C.  Regulatory  Anaylsis:  Not  required. 

D.  Need:  The  regulations  will  allow  HCFA  to  expand  or  revise  MMIS  require¬ 
ments  periodically  as ’necessitated  by  changing  program  needs. 

E.  Legal  Basis:  Secs.  1102,  1902(a)(4)  and  1903(a)(3)  of  the  Social  Security 
Act  (42  U.S.C.  1302,  1396(a)(4)  and  1396  (a)(3)) 

F.  Chronology:  A  proposed  rule  was  published  on  April  6.  1979  (44  FR  207 22). 

The  comment  period  closed  on  June  5.  1979. 


Final  Rule  January-March  1980. 


HCFA-43— Medicare  Program:  Medicaid  A.  Description:  This  regulation  could  set  a  uniform  national  error  target  rate  of 
Quality  Control  Fiscal  Allowance  &  Michel  4%  to  be  achieved  by  all  States  by  September  30.  1932. 

Amendment— Requirements  for  States  to  B  Why  Significant:  Under  the  new  requirements.  States  must  reduce  their  pay- 
Reduce  Payment  Error  Rates.  ment  error  rates  to  4%  by  September  30.  1982  in  equal  steps  beginnings  in 

fiscal  year  1980.  Federal  matching  will  be  denied  for  erroneous  expenditures 
in  excess  of  the  standards. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  implement  the  Congressional  Conference  Report  on  the  Fiscal 
1979  Supplemental  Appropriations  Act  (1978  amendments  to  the  Social  Se¬ 
curity  Act). 

E.  Legal  Basis  Secs.  1102  of  the  Social  Security  Act;  (42  U.S.C.  1302);  49 
Stat  647,  as  amended,  and  Pub.  L.  96-38. 


John  Berry,  Acting  Director, 
Office  of  Quality  Control 
Programs.  BQC,  Rm.  2-A-1 
ELR,  6401  Security  Blvd., 
Balto..  MD  21235.  301-597- 
1354. 


Final  Rule  October-December 
1979. 
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F.  Chronology:  NPRM  was  published  on  September  25,  1978  (44  FR  55316). 

The  comment  period  closed  on  November  26, 1979. 

HCFA-44— Medicare/Medicaid  Program:  A.  Description :  This  regulation  would  mandate  specific  requirements  for  the  Mendel  J  Kaufman,  Chief,  Proposed  Rule  January -Match 

Psychosurgery— Requirements  for  Psycho-  performance  of  psychosurgical  procedures.  The  regulation  would  establish  a  Special  Cov.  Issues  Br.,  BPP,  1980 

surgery  Procedures.  mechanism  for  assuring  that  any  psychosurgical  procedures  would  be  per-  Rm.  463  EHR,  6401  Security 

formed  with  appropriate  safeguards  and  offer  a  model  for  State  and  local  Blvd.,  Baito.,  MD  21235,  301- 
governments  as  well  as  for  other  concerned  organizations.  594-8569. 

B.  Why  Significant:  The  regulation  provides  specific  procedures  and  con¬ 
straints  in  regard  to  psychosurgical  procedures  It  should  adequately  protect 
human  subjects  by  requiring  approval  by  a  panel  before  procedure  takes 
place. 

C.  Regulatory  Analysis:  Not  Required. 

D.  Need:  The  regulation  addresses  the  concern  of  the  public  and  Congress 
which  generated  the  report  by  the  National  Commission  for  the  Protection  of 
Human  Subjects  of  Biomedical  and  Behavorial  Research  in  psychosurgery. 

E.  Legal  Basis:  Sec.  1 102  of  the  Social  Security  Act;  (42  U.S.C.  1302). 

F.  Chronology:  The  proposal  is  currently  under  development.  When  it  is  com¬ 
pleted,  it  will  be  submitted  to  the  Department  for  approval. 

A.  Description:  This  regulation  would  require  all  States  to  implement  a  written  Irvin  Cohen,  Deputy  Dir.,  Office  Proposed  Rule  Octobei- 

verification  of  services  program  with  Medicaid  recipients  in  order  to  improve  of  Prog.  Validation,  BQC,  Rm.  December  1979. 
the  capability  to  detect  and  deter  fraud  and  abuse.  2-E-5  ELR,  6401  Security 

B.  Why  Significant:  The  regulation  will  further  clarify  State  Medicaid  agency  re-  Blvd.,  Baito.,  MD  21235,  301- 
sponsibilities  for  the  control  of  Medicaid  fraud  and  abuse  and  strengthen  the  594-8213. 
regulatory  requirements  so  that  States  can  adequately  meet  their  responsi¬ 
bilities. 

C.  Regulatory  Analysis:  Not  Required. 

D.  Need:  The  Department  will  set  new  policy  that  requires  modified  regulation. 

The  intent  is  to  prevent  or  discourage  those  practices  which  increase  the 
cost  of  the  Medicaid  program  without  benefiting  Medicaid  recipients. 

E.  Legal  Basis  Secs.  1102,  1902(a)(4)(A),  1902(a)(38),  1902(a)(30), 

1903(a)(6),  1903(b)(3),  1903(h),  and  I903(q)  of  the  Social  Security  Act  (42 
U.S.C.  1302,  1396(a)(4)(A),  and  1396a(a)(30)). 

F.  Chronology:  The  proposal  is  currently  under  review.  When  the  review  is 
completed,  it  will  be  submitted  to  the  Department  for  approval. 

HCFA-46— Medicare  Program:  Withholding  A.  Description:  This  regulation  would  clarify  due  process  procedures  that  must  Irvin  Cohen,  Deputy  Director,  Proposed  Rule  January-March 
Payments  to  Physicians,  Providers,  and  be  followed  when  payments  to  providers,  physicians,  and  suppliers  of  serv-  Office  of  Prog.  Validation,  I960 

Suppliers  of  Services— Procedures  to  ices  under  the  Medicare  program  are  withheld  because  of  suspected  fraud  BQC,  Rm.  2-E-5,  ELR,  6401 

Safeguard  Due  Process  or  wiilfull  misrepresentation.  Security  Blvd.,  Baito.,  MD 

B.  Why  Significant:  The  regulation  will  clarify  existing  procedures  by  eliminating  21235,  301-594-8213. 
ambiguities  and  assuring  that  due  process  requirements  are  met  without 

compromising  pending  investigation  of  suspected  fraud  or  willful  misrepre¬ 
sentation. 

C.  Regulatory  Analysis  Not  required. 

D.  Need:  Current  regulations  do  not  provide  clear  notification  and  review  pro¬ 
cedures  necesary  to  satisfy  due  process.  The  regulation  will  establish  proce¬ 
dures  to  safeguard  Federal  financial  interest  as  well  as  the.  due  process 
rights  of  the  affected  party. 

E.  Legal  Basis:  Secs.  1102  and  1871  ol  the  Social  Security  Act  (42  U.S.C. 

1302  and  1395). 

F.  Chronology :  The  proposal  is  currently  under  review.  When  the  review  is 
completed,  it  will  be  submitted  to  the  Department  for  approval. 

HCFA-47— Medicaid  Piogram:  Fiaud  and  A.  Description:  This  regulation  would  establish  State  plan  requirements  and  Irwin  Cohen,  Deputy  Director,  Proposed  Rule  October- 
Abuse  in  Medica-d— Administrative  Sane-  procedures  which  require  State  Medicaid  agencies  to  exclude  from  Medicaid  OPV.  BQC,  Rm  2-3-5  EHR,  December  1879 

lions  program  reimbursement  providers  who  defraud  or  abuse  the  Medicaid  pro-  6401  Security  Blvd.,  Baltimore, 

gram.  MD  21 235,  301  -594-821 3. 

B.  Why  Significant:  This  regulation  will  give  States  a  clear  regulatory  authority 
to  pursue  appropriate  administrative  sanctions  in  the  cases  of  fraud  or 
abuse. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  implement  the  1977  amendments  to  the  Social  Security  Act. 

E.  Legal  Basis:  Secs.  1102.  1902(a)(4  j(A),  and  1902(a)(30)  of  the  Social  Secu¬ 
rity  Act;  Pub.  L.  95-142. 

F.  Chronology:  The  proposal  is  currently  under  review  When  the  review  is 
completed  4  will  be  submitted  to  the  Department  for  approval. 

HCFA-48— Medicaid  Piogram  Medicaid  Re-  A.  Description.  These  amendments  will  make  technical  corrections  to  the  re-  Ann  Watts,  Program  Analyst,  Final  Rule  January-March  '.960 
codification:  General  Requirements— Tech-  written  Medicaid  regulations  published  on  September  29,  1978  and  March  Regulations  Staff,  BPP,  Mary 

nical  Corrections  23,  1979.  E.  Switzer  Bldg ,  330  C  Street, 

B  Why  Significant:  This  docum  rnt  coriecfs  technical  and  wording  errors  in  re-  S.W.,  Washington,  DC  20201, 
sponse  to  public  comments.  202-245-8097 

C.  Regulatory  Analysis .  Not  required. 

D.  Need:  To  make  necessary  changes  either  of  technical  errors  or  of  inadver¬ 
tent  omissions,  or  improper  wording  that  may  have  appeared  to  make  sub¬ 
stantive  changes. 

E.  Legal  Basis:  Sec.  1 102  of  the  Social  Security  Act  (42  U.S.C.  1302). 

F.  Chronology:  Final  rule  was  published  on  September  27,  1978  (43  FR 
45176)  with  comments  accepted  for  3  months.  Then  on  March  23,  1979, 
final  rules  with  comment  period  weie  published  (44  FR  17926).  The  com¬ 
ment  period  closed  on  May  22,  1979 

HCFA-49 — Medicare/Medicaid  Program:  A.  Description:  The  regulations  require  all  hospitals  that  receive  payments  Bill  Cresswell,  ORDS,  Rm.  1-E-  Proposed  Rule  January-March 

System  for  Hospital  Uniform  Reporting—  under  the  Medicare  and  Medicaid  programs  to  report  cost-related  informa-  6,  Oak  Meadows  Bldg  ,  6340  1980. 

Requirements  for  Cost  Reporting.  tion,  such  as  cost  of  operation,  volume  of  services,  and  capital  assets,  in  a  Security  Blvd.,  Baito ,  MD 

prescribed  uniform  manner.  21207,  301-597-2367. 

B.  Why  Significant:  The  purpose  is  to  obtain  comparable  cost  and  related  data 
on  all  participating  hospitals  for  reimtui3ement,  effective  cost,  and  policy 
analysis,  assessment  of  alternative  reimbursement  mechanisms  and  health 
planning. 

C.  Regulatory  Analysis:  Yes,  being  conducted. 

D.  Need:  To  implement  the  1977  amendments  to  the  Social  Security  Act. 

E.  Legal  Basis:  Secs.  1121,  i86i(v)(l)(F)  and  I902(a)(40)  of  the  Social  Secu¬ 
rity  Act  (42  U.S.C.  1320(a));  Sec  19  of  Pub  l  95-142. 


HCFA-45— Meoicaid  Prog<am:  Verification  of 
Services— Requirements  for  Written  Verifi¬ 
cation 
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F  Chronology:  NPRM  was  published  on  January  23.  1979  (44  FR  4741).  The 
comment  period  closed  on  April  23.  1979.  A  new  NPRM  is  being  issued  be¬ 
cause  of  the  large  number  of  comments  received  in  response  to  the  original 
notice  published  and  because  of  the  extensive  changes  made  in  the 
system 

HCFA-50— Medicare/Medicaid  Program:  A.  Description .  This  regulation  will  propose  uniform  systems  that  SNFs  and  Bill  Cresswell.  ORDS,  Rm.  I-E-  Proposed  Rule  FY  81 

Skilled  Nursing  Facility/lntermediate  Care  ICFs  participating  in  the  Medicaid  or  Medicare  program  must  use  to  report  6.  Oak  Meadows  Bldg..  6340 

Facility  (SNF/lCF)  Uniform  Cost  Report-  cost  of  operation,  volume  of  services,  and  capital  assets  Security  Blvd..  Balto,  MD 

ing— Requirements  for  Cost  Reporting  B.  Why  Significant:  This  regulation  will  enable  the  Department  to  obtain  com-  21207.  301-597-2367 

parable  cost  and  related  data  on  all  participating  SNFs  and  ICFs  for  effec¬ 
tive  cost  and  policy  analysis,  assessment  of  alternative  reimbursement 
mechanisms  and  health  planning. 

C.  Regulatory  Analysis:  Decision  pending  on  completion  of  preliminary  study 

D.  Need:  To  implement  the  1977  amendments  to  the  Social  Security  Act 

•  E.  Legal  Basis .  Secs  1121,  1861(v)(1)(F)  and  1902  (a)(40)  of  the  Social  Secu¬ 

rity  Act  (42  U.S.C.  1320a):  Sec.  19  of  Pub.  L.  95-142. 

F.  Chronology:  The  proposal  is  currently  under  review.  When  the  review  is 
completed,  it  will  be  submitted  to  the  Department  for  approval 

hCFA-51  — Medicare/Medicaid  Program:  A  Description.  This  regulation  will  require  all  hospitals  to  report  discharge  and  Bill  Cresswell,  ORDS.  Rm  1-E-  Proposed  Rule  July-Sepl  i960 

Hospital  Discharge  and  Data  Reports— Re-  billing  data  in  a  uniform  manner  6,  Oak  Meadows  Bldg ,  6340 

quirements  for  Discharge  and  Bill  Data  Re-  B.  Why  Significant:  This  regulation  will  enable  the  Department  to  obtain  uni-  Security  Blvd .  Balto.  MD 
ports  form  discharge  and  bill  data  on  all  hospital  patients  in  order  to  conduct  ret-  *  21207.  301-597-2367. 

rospective  profile  analysis,  and  to  support  cost  containment  legislation  and 
future  cost  control  efforts. 

C.  Regulatory  Analysis ■  Decision  pending  on  completion  of  preliminary  study 

D.  Need:  To  implement  the  1977  amendments  to  the  Social  Secuity  Act. 

E  Legal  Basis:  Secs.  1121,  1861  (v)(1  >(F),  and  1902  (a)(40)  of  the  Social  Se¬ 
curity  Act  (42  U.S.C.  1320a):  Sec  19  of  Pub.  L.  95-142. 

F.  Chronology:  The  proposal  is  currently  under  review.  When  the  review  is 
completed,  it  will  be  submitted  to  the  Department  for  approval. 

HCFA-52— Medicare-  Medicaid  Program:  A  Description:  This  regulation  will  require  all  SNFs/ICFs  to  report  discharge  Bill  Cresswell.  ORDS,  Rm.  1-E-  Proposed  Rule  FY  82 

Skilled  Nursing  Facility/lntermediate  care  and  billing  data  in  a  uniform  manner.  6.  Oak  Meadows  Bldg..  6340 

Facility  (SNF/lCF)  Discharge  and  Bill  B.  Why  Significant:  This  regulation  will  enable  the  Department  to  obtain  uni-  Security  Blvd..  Balto..  MD 

Data— Requirements  for  Discharge  and  Bill  form  discharge  and  bill  data  on  all  SNF/lCF  patients  in  order  to  conduct  ret-  21207,  301-597-2367. 

Data  Reports.  rospective  profile  analysis  and  to  support  cost  containment  legislation  and 

future  cost  control  effors. 

C.  Regulatory  Analysis:  Decision  pending  on  completion  of  preliminary  study. 

D.  Need:  To  implement  the  1977  amendments  to  the  Social  Security  Act. 

E.  Legal  Basis:  Secs.  1121.  1801(v)(1)(F)  and  1902(a)(40)  of  the  Social  Secu¬ 
rity  Act  (42  U.S.C.  1320a)  and  Sec.  19  of  Pub.  L.  95-142. 

F.  Chronology:  The  proposal  is  currently  under  review.  When  the  review  is 
completed,  it  will  be  submitted  to  the  Department  for  approval. 

HCFA-53— Medcare/Medicatd  Program:  A.  Description:  This  regulation  will  propose  uniform  systems  that  HHA's  Bill  Cresswell.  ORDS,  Rm.  1-E-  Proposed  Rule  July-Sept  80 

Home  Health  Agency  (HHA)  Cost  and  utili-  participating  in  the  Medicaid  or  Medicare  program  must  use  to  report  cost  6,  Oak  Meadows  Bldg..  6340 

zation  Requirements  for  Cost  Reporting.  of  operation,  volume  of  services  and  capital  assets  Security  Blvd ,  Balto.,  MD 

B.  Why  Significant:  This  regulation  will  enable  the  Department  to  obtain  com-  21207.  301-597-2367. 
parable  cost  and  related  data  on  all  participating  HHAs  for  effective  cost 

and  policy  analysis,  assessment  of  alternative  reimbursement  mechanisms 
and  health  planning. 

C.  Regulatory  Analysis:  Yes,  being  conducted 

D.  Need:  To  implement  the  1977  amendments  to  the  Social  Security  Act. 

E.  Legal  Basis:  Secs.  1121,  1861(v)(1)(F),  and  1902(a)(40)  of  the  Social  Secu¬ 
rity  Act  (42  U.S.C.  1320a)  Sec  19  of  Pub.  L.  95-142. 

F.  Chronology:  The  proposal  is  currently  under  development.  When  it  is  com¬ 
pleted,  it  will  be  submitted  to  the  Department  for  approval 

HCFA-54— Medicare/Medicaid  Program:  A.  Description:  This  regulation  will  require  all  HHAs  to  report  discharge  and  Bill  Cresswell.  ORDS.  Rm.  1-E-  Proposed  Rule  FY  81 

Home  Health  Agency  (HHA)  Discharge  and  billing  data  in  a  uniform  manner.  6,  Oak  Meadows  Bldg..  6340 

Bill  Data— Requirement  for  discharge  and'  B.  Why  Significant:  The  regulations  will  enable  the  Department  to  obtain  uni-  Security  Blvd.,  Balto..  MD 
Bill  data  form  discharge  and  bill  data  on  all  HHA  patients  in  order  to  conduct  retro-  21207.  301-597-2367 

spective  profile  analysis,  and  to  support  cost  containment  legislation  anf 
future  cost  control  efforts. 

C.  Regulatory  Analysis:  Decision  pending  on  completion  of  preliminary  study 

D.  Need:  To  implement  the  1977  amendments  to  the  Social  Security  Act. 

E.  Legal  Basis:  Secs.  1121,  1661(v)(1)(F),  and  1902(a)  (40)  of  the  Social  Se¬ 
curity  Act  (42  U.S.C.  1302a):  and  sec.  19  of  Pub.  L.  95-142 

F.  Chronology:  The  proposal  is  currently  under  development.  When  it  is  com¬ 
pleted,  it  will  be  submitted  to  the  Department  for  approval 

HCFA-55— Medicare/Medicaid  Program:  Use  A.  Description:  The  proposed  regulations  would  prohibit  use  of  Federal  funds  Mendell  J.  Kaufman,  Chief.  Proposed  Rule  January-March 

of  Federal  Funds  for  Certain  Prescribed  under  Medicare  and  Medicaid  for  certain  drugs  that  have  been  classified  as  SCIB,  BPP,  Rm.  463  EHR,  1980 

Drugs— Requirements  for  Federal  Payment  less  than  effective  by  the  Food  and  Drug  Administration  and  drugs  that  are  6401  Security  Blvd..  Balto . 

for  Certain  Drugs  illegal  in  interstate  commerce.  MD  21235,  301  -594-8569 

B.  Why  Significant:  This  regulation  will  respond  to  concerns  of  public  interest 
groups  by  ensuring  that  services  provided  under  the  Medicare  and  Medicaid 
programs  are  of  high  quality  and  that  Federal  funds  are  expended  in  an  ef¬ 
fective  and  responsible  manner. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  prohibit  Medicare  and  Medicaid  payments  for  drugs  which  are  il¬ 
legal  in  interstate  commerce  or  ineffective. 

E.  Legal  Basis:  Secs.  1862(a).  1871.  and  1902  of  the  Social  Security  Act. 

F.  Chronology:  The  proposal  is  currently  being  developed  When  it  is  complet¬ 
ed  it  will  be  sumbitted  to  the  Department  for  approval. 
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Deleted  Regulations 


Description 


Technical  Amendments:  Chiropractors.  Physi¬ 
cal  Therapists,  and  Speech  Pathologists. 


Reimbursement  ol  Federally  Funded  Health 
Centers 

Cost  to  Related  Organizations . 


Negotiated  Rates  tor  Lab  Tests 


The  regulations  would  conform  definitions  of  physical  therapist  assistant  and  speech  pa¬ 
thologist  to  other  related  regulations,  clarify  requirements  for  outpatient  physical  ther¬ 
apy  and  speech  pathology  services  provided  at  a  home  health  agency;  and  provide 
independent  physical  therapists  and  chiropractors  the  same  appeal  procedures  cur¬ 
rently  available  to  other  providers. 

These  regulations  set  forth  the  rules  governing  reimbursement  under  medicare  for  serv¬ 
ices  covered  under  the  Supplementary  Medical  Insurance  Program  that  are  furnished 
by  federally  funded  health  centers 

These  regulations  clarify  existing  policy  on  Medicare  reimbursement  for  services,  facili¬ 
ties.  and  supplies  furnished  to  a  provider  of  services  by  an  organization  related  to  a 
provider  by  common  ownership  or  control.  They  also  codify  policy  now  in  program 
instructions  in  manuals 

This  regulation  sets  a  reasonable  charge  tor  miection  services  and  for  certain  diagnostic 
laboratory  tests. 


Prospective  Reimbursement  Rate— End-State 
Renal  Oisease  (ESRD) 

List  ol  Medicaid  Laboratory  Tests . 


Medicaid  Utilization  Control  Penalty 


Physician  Reimbursement  and  Ass  gnment 


This  notice  establishes  a  rate  per  treatment  lor  outpatient  maintenance  dialysis  treat¬ 
ments  furnished  to  patients  dialyzing  in  a  provider  or  renal  dialysis  facilty 
This  regulation  limits  reimbursement  under  the  Medicare  and  Medicaid  programs  for 
medical  services,  supplies,  and  equipment  that  do  not  generally  vary  significantly  in 
quality  from  one  supplier  to  another  Payments  will  be  based  on  the  lowest  charge 
levels  at  which  the  services  are  widely  and  consistently  available  in  a  locality. 

This  regulation  specifies  requirements  for  control  over  the  utilization  of  inpatient  institu¬ 
tional  services  in  the  Medicaid  program.  The  regulation  also  specifies  requirements 
States  must  meet  to  avoid  reduced  Federal  matching;  the  content  of  quarterly  reports, 
and  the  methods  for  making  reductions  of  Federal  matching. 

This  regulation  would  propose  changes  in  the  current  Medicare  policy  on  assignment  and 
reimbursement  of  physicians. 


Corrections  to  Redesignation  and  Rewrite  of 
Medicaid  Regulations 

Redesignation  of  Medicaid  Adrr  mstrative  Re¬ 
quirements 

Target  Reimbursement  Date— End-Stage 
Renal  Oisease  (ESROi 


These  amendments  will  make  technical  corrections  to  the  Medicaid  regulations  that  were 
rewritten  and  redesignated  on  September  29,  1978. 

Certain  administrative  requirements  for  the  Medicaid  program  renumbered  to  42  CFR 
Chapter  tV,  Subchapter  C.  on  March  23.  1979.  are  being  amended  to  reflect  public 
comments  received. 

This  regulation  provides  a  new  optional  method  of  Medicare  reimbursement  for  the  cost 
of  home  dialysis  supplies,  equipment  and  support  services  furnished  to  self-care  home 
dialysis  patients  under  the  direct  supervision  of  an  approved  provider  or  facility. 


Reason  for  deletion 


We  plan  to  incorporate  this  regulation  in  an  initiat.ve 
under  consideration  entitled  "Review  and  Appeal 
Amendments". 


Deleted  temporarily  to  coordinate  policy  with  Rural 
Health  Clinic  reimbursement  policy  (HCFA-35). 

Incorporated  in  the  regulations  entitled  Reimbursement 
to  Related  Organizations"  (HCFA-29) 


Deleted  temporarily.  It  will  be  incorporated  in  a  broader 
policy  initiative,  currently  under  development,  that 
would  affect  laboratory  tests,  and  billing  and  reim¬ 
bursement  under  Medicare  and  Medicaid. 

Incorporated  in  the  regulation  entitled  "Incentive  Reim¬ 
bursement  for  ESRD  Services"  (HCFA-31). 

Incorporated  in  the  regulation  entitled  "Proposed  List  of 
Additional  Items  and  Services  Subject  to  the  Lowest 
Charge  Level  (HCFA-33) 

Final  rule  was  published  on  October  1.  1979. 


Deleted  pending  study  of  reasonable  charge  implemen¬ 
tation  and  determination  of  whether  changes  are 
needed. 

Incorporated  in  the  regulation  entitled  "Medicaid  Recodl- 
fication:  General  Requirements"  (HCFA-48) 

Incorporate  in  the  regulation  entitled  "Medicaid  Recodifi- 
cation;  General  Requirements"  (HCFA-48). 

Final  rule  with  comment  period  published  on  October  1 9. 
1979. 


Food  and  Drug  Administration— Significant  Regulations 


Summary 


Contact 


Decision  quarter 


FOA  I— Antigen  E  Assay— Potency  Stand-  A.  Description:  This  document  establishes  potency  standards  for  short  rag- 
ards  weed  pollen  extracts.  Each  final  container  of  a  lot  of  extract  will  be  required 

to  contain  a  minimum  quantity  of  Antigen  E  relative  to  a  reference  prepara¬ 
tion  with  a  known  quantity  of  Antigen  E. 

B  Why  Significant:  The  regulation  establishes  potency  requirements  for  aller¬ 
genic  extracts.  This  will  require  manufacturers  to  conform  to  specific  stand¬ 
ards  and  assure  the  public  of  a  uniform  product 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  improve  potency  testing 

E.  Legal  Basis:  Section  351,  58  Stat.  702  42  U  S.C.  262 

F.  Chronology:  Notice  of  proposed  rulemaking  was  published  August  3,  1979 
(44  FR  45642).  Comment  period  extended  from  October  2.  1979  to  Novem¬ 
ber  10.  1979.  The  final  rule  is  currently  under  review  by  the  Agency 


Michael  Hooten,  Regulations 
Branch  (HFB-620),  Bureau  of 
Biologies.  Food  and  Drug 
Administration.  8800  Rockville 
Pike,  Bethesda,  MD  20205. 
301-443-1306 


Final  Rule  April-June  1980 


FDA  2— Limulus  Amebocyte  Lysate  (LAL)  A.  Cescnption:  This  document  prescribes  additional  standards  for  manufactur- 
Specific  Manufacturing  Standards.  ing  LAL.  LAL.  prepared  from  the  circulating  amebocytes  of  the  horseshoe 

crab  may  be  used  as  a  reagent  for  in  vitro  testing  to  detect  bacterial  endo¬ 
toxins  in  certain  biological  products  and  medical  devices 
8  Why  Significant :  The  regulation  establishes  uniform  manufacturing  stand¬ 
ards  to  assure  production  of  a  uniform  product.  This  is  necessary  to  assure 
uniform  product  performance  in  pyrogen  testing. 

C.  Regulatory  Analysis:  Nol  required 
D  Need:  To  improve  pyrogen  testing. 

E  Legal  Basis:  Section  351,  58  Stat.  702.  42  U  S.C.  262 
F.  Chronology:  The  proposal  is  currently  unoer  review  ty  the  Agency. 


Michael  Hooten,  Regulations 
Branch  (HFB-620),  Bureau  of 
Biologies,  Food  and  Drug 
Administration.  8800  Rockville 
Pike,  Bethesda.  MD  20205. 
301-443-1306 


Proposed  Rule  Aphl-June  1980 


FOA  3— Allergenic  Source  Material— Stand-  A.  Descnption:  This  document  prescribes  additional  criteria  for  source  materi- 
ards  ais  used  in  the  manufacture  of  a  final  allergenic  product.  Specific  require¬ 

ments  will  be  required  for  the  propagation  and  maintenance  of  molds  and 
certain  animals.  Inspection  and  recordkeeping  requirements  will  apply  to  all 
manufacturers  of  allergenic  products. 

B  Why  Significant:  The  regulation  establishes  specific  standards  for  certain 
source  materials  used  to  prepare  allergenic  extracts.  This  will  assure  prod¬ 
uct  uniformity. 

C.  Regulatory  Analysis:  Not  required 

D.  Need:  To  assure  safety  and  identity  of  source  material 

E  Legal  Basis:  Section  351,  58  Stat.  702.  42  U  S.C.  262. 

F.  Chronology:  Notice  of  proposed  rulemaking  published  September  26.  1978 
(43  FR  43472).  The  comment  period  closed  on  November  26.  1978.  A  re¬ 
vised  proposal  is  currently  under  review  by  the  Agency 


Michael  Hooten  Regulations 
Branch  (HFB-620).  Bureau  of 
Biologies,  Food  and  and  Drug 
Administration.  8800  Rockville 
Pike,  Bethesda.  MD  20205, 
301-443-1306 


Proposed  Rule  January-March 
1980 


FDA  4— RadioaHergosobent  Test  (HAST)  Po-  A  Description:  This  document  proposes  to  amend  the  regulations  to  require 
tency  Test  that  the  RAST  be  used  as  a  potency  test  for  certain  allergenic  extracts. 

Presently,  no  reliable  test  is  available  for  most  extracts  Manufacturers  were 
invited  to  attend  a  workshop  at  the  Bureau  on  September  10,  1979.  A  col¬ 
laborative  study  will  be  initiated.  The  results  of  the  study  will  be  used  to  de¬ 
velop  the  proposed  rule. 

B  Why  Significant:  This  regulation  establishes  a  specific  fest  to  measure  po¬ 
tency  in  a  broad  variety  of  allergenic  extracts.  The  use  of  this  test  will  result 
in  a  better  measurement  of  potency 

C.  Regulatory  Analysis:  Not  required 

D  Need:  To  improve  potency  test. 

E.  Legal  Basis:  Section  351,  58  Stat.  702.  42  U.S.C.  262 

F.  Chronology:  The  proposal  is  currently  being  drafted  for  review  by  the 
agency 


Michael  Hooten.  Regulations 
Branch,  (HFB-620).  Bureau  of 
Biologies.  Food  and  Drug 
Administration,  8800  Rockville 
Pike,  Bethesda.  MD  20205. 
301-443-1306 


Proposed  Rule  July-Sepiember 
1981 
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Food  and  Drug  Administration— Significant  Regulations— Continued 


Title  Summary  Contact 


FDA  5— Error  and  Accident  Reports— Amend  A.  Description:  This  document  proposes  that  licensed  and  unlicensed  blood  Iris  Hyman,  Regulations  Branch 
Blood  GMPs  establishments  submit  reports  to  Bureau  ot  Biologies  of  errors  and  acci-  (HFB-620),  Bureau  of 

dents  that  are  imminent  health  hazards.  The  document  also  proposes  that  Biologies.  Food  and  Drug 

records  of  all  errors  and  accidents,  including  those  that  are  not  imminent  Administration,  8800  Rockville 
health  hazards,  be  maintained.  Pike,  Bethesda,  MD  20205, 

B.  Why  Significant:  This  regulation  specifies  certain  reports  required  to  be  sub-  301-443-1306. 
mined  by  licensed  and  unlicensed  blood  establishments.  It  will  provide  infor¬ 
mation  to  determine  the  need  for  revising  existing  regulations,  or  developing 

new  regulations. 

C.  Regulatory  Analysis:  Not  required 

D.  Need:  The  data  will  be  used  to  judge  adequacy  ot  existing  regulations.  , 

E.  Legal  Basis:  Section  351,  58  Stat  702  (42  US  C  262). 

F.  Chronology:  The  proposal  is  currently  under  review  by  the  Agency. 

FDA  6— Reorganize  Whole  Blood  Regula-  A.  Description:  This  document  proposes  to  revise  and  reorganize  Subpart  A  in  Robert  Meyei,  Regulations 
tions.  Part  640  which  prescribes  additional  standards  for  Whole  Blood  (Human).  Branch  (HFB-620),  Bureau  of 

The  regulations  are  being  reorganized  to  reflect,  insofar  as  possible,  a  logi-  Biologies,  Food  and  Drug 
cal  sequence  beginning  with  the  collection  of  blood  and  progressing  through  Administration,  8800  Rockville 
storage,  testing,  labeling  and  issue.  This  document  will  also  propose  sub-  Pike,  Bethesda,  MD  20205, 
stantive  amendments  of  the  present  requirements.  301-443-1306. 

B.  Why  Significant:  This  regulation  will  present  an  orderly  arrangement  of  re¬ 
quirements  for  blood  establishments  to  follow.  It  will  assure  the  production 
of  a  safe  and  effective  product  and  protect  the  health  and  safety  of  donors 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  increase  donor  and  product  safety  and  clarity  of  the  regulations. 

E.  Legal  Basis:  Section  351,  58  Stat.  702,  42  U.S.C.  262. 

F.  Chronology:  The  proposal  is  currently  being  drafted  tor  review  by  the 
Agency. 

FDA  7— Commonality  ot  Blood  Labeling—  A.  Description:  This  document  proposes  to  amend  the  blood  regulations  as  Steve  Falter  Regulations 
Uniform  Labeling  Requirements  recommended  by  the  American  Blood  Commission,  Committee  for  Com-  Branch  (HFB-620),  Bureau  of 

monality  in  Blood  Banking  Automation.  Biologies,  Food  and  Drug 

B.  Why  Significant:  This  regulation  proposes  uniform  labeling  requirements  for  Administration,  8800  Rockville 

blood  and  blood  products.  It  will  promote  uniformity  throughout  the  industry  Pike,  Bethesda,  MD  20205, 

and  provide  increased  safety  to  the  public  in  blood  transfusion.  301-443-1306. 

C.  Regulatory  Analysts:  Not  required. 

D.  Need:  To  facilitate  uniformity  in  blood  labeling. 

E.  Legal  Basis:  Section  351,  58  Stat  702,  42  U.S.C  262. 

F.  Chronology:  The  proposal  is  currently  being  drafted  lor  review  by  the 
Agency. 

FDA  8— Notification  ot  FDA  Regarding  Ad-  A.  Description:  This  document  proooses  to  requite  that  manufacturers  notify  Richard  Fisher.  Regulations 
verse  Reactions— Recordkeeping  and  Re-  FDA  of  adverse  reactions  from  use  oi  their  products.  Branch  (HFB-620),  Bureau  of 

porting  Requirements.  B.  Why  Significant:  This  regulation  will  require  industry  to  keep  records  and  Biologies,  Food  and  Drug 

make  reports  on  specific  adverse  reactions  within  specified  time  limits  to  the  Administration.  8800  Rockville 

Agency.  This  information  will  assist  the  Agency  in  evaluating  the  continued  Pike,  Bethesda,  MD  20205, 
safety,  purity,  potency  and  effectiveness  of  marketed  products.  301-443-1306 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  increase  FDA's  effectiveness  in  regulating  biological  products. 

E.  Legal  Basis:  Section  351,  58  Stat.  702.  42  U.S.C  262. 

F.  Chronology:  Notice  of  Availability  of  draft  proposal  was  published  April  24, 

1979.  The  proposal  is  currently  unde;  review  by  the  Agency. 

FDA  9— Panel  on  Review  of  Allergenic  Ex-  A.  Description  This  document  proposes  to  place  the  subject  material  in  cate-  Michael  Hooten,  Regulations 
tracts-Product  Effectiveness.  gories  designated  as  (1)  safe  and  effective  and  not  misbranded,  (2)  unsafe  Branch  (HFB-620),  Bureau  of 

or  ineffective  and  m.sbranded,  and  (3)  not  within  category  (1)  or  (2)  above.  Biologies,  Food  and  Drug 

on  the  basis  that  available  data  are  insufficient  to  classify  such  products.  Administration,  8800  Rockville 

B.  Why  Significant:  This  regulation  will  establish  the  safety  and  effectiveness  Pike,  Bethesda,  MD  20205, 

of  currently  marketed  products.  It  wilt  assure  the  public  of  receiving  only  301-443-1306 

those  products  found  to  be  truly  safe  and  effective 

C.  Regulatory  Analysis  Not  required 

D.  Need:  To  bring  products  into  conformance  with  current  standards  of  safety 
and  effectiveness. 

E.  Legal  Authority  Section  351.  58  Stat  702.  42  U.S  C.  262. 

F.  Chronology:  The  proposal  is  currently  being  drafted  for  review  by  the 
Agency. 

FDA  10— Panel  on  Review  ot  Viral  Vaccines  A.  Description:  This  document  proposes  to  place  the  subject  products  in  cate-  Steve  Falter,  Regulations 
and  R.ckettsial  Vaccines  Product  Effective-  gories  designated  as  (t)  sate  and  effectvo  and  not  misbranded,  (2)  unsafe  Branch  (HFB-620),  Bureau  ot 

ness.  or  ineffective  and  misbranded,  and  (3)  not  within  category  (1)  or  (2)  above.  Biologies,  Food  and  Drug 

on  the  basis  that  available  data  are  insufficient  to  classify  such  products.  Administration,  6800  Rockville 

B.  Why  Significant:  This  regulation  will  establish  the  safety  and  effectiveness  Pike,  Bethesda,  MD  20205, 

of  currently  marketed  products  It  will  assure  the  public  of  receiving  only  301-443-1306. 

those  products  found  to  be  truly  safe  and  effective 

C.  Regulatory  Analysis  Not  required. 

D.  Need:  To  bring  products  into  conformance  with  current  standards  of  safety 

and  effectiveness 

E.  Legal  Basis  Section  351,  58  Stal.  702.  42  U.S.C  262. 

F.  Chronology:  The  proposal  is  currently  rev.ew  by  the  Agency. 

FDA  11— Panes  on  Review  of  Blood  and  A  Description:  This  document  p-oposes  to  place  the  subject  products  in  cate*  Steve  Falter.  Regulations 
Eiood  Products—  Product  Effectiveness.  gories  designated  as  (1)  safe  and  effective  and  not  misbranded,  and  (2)  Branch  (HFB-620),  Bureau  ot 

unsafe  or  ineffective  and  misbranded,  and  (3)  not  within  category  (1)  or  (2)  Biologies,  Food  and  Drug 

above,  on  the  basis  that  available  data  are  insufficient  to  classify  such  prod-  Administration,  8600  Rockville 

ucts.  Pike,  Bethesda,  MD  20205, 

B.  Why  Significant  This  regulation  will  establish  the  safety  and  effectiveness  301-443-1306 
of  currently  marketed  products.  !t  wHI  assure  the  public  of  receiving  only 

those  products  found  to  be  truly  safe  and  effective. 

C.  Regulatory  Analysis  Not  required. 

D.  Need:  To  bring  products  into  conformance  with  current  standards  of  safety 
and  effectiveness. 

E.  Legal  Basis:  Section  351,  58  Stat.  702,  42  U.S.C  262. 

F.  Chronology:  The  proposal  is  currently  being  drafted  for  review  by  the 
Agency. 


Decision  quarter 


Proposed  Rule  January-March 
i960 


Proposed  Rule  January-March 
1980 


Proposed  Rule  Juiy-September 
1980. 


Proposed  Rule  April- June  i960 


Proposed  Rule  January-  March 
1981 


Proposed  Rule  October- 
December  1979. 


Ptoposed  Rule  July- September 
1980. 
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FDA  12— Panel  on  Review  of  Bacterial  Tox-  A.  Description:  This  document  proposes  to  place  the  subject  products  in  cate-  Steve  Falter.  Regulations  Proposed  Rule  July-September 

oids  and  Bacteria!  Vaccines  With  U  S.  gories  designated  as  (1)  safe  and  effective  and  not  misbranded,  and  (2)  Branch  (HFB-620),  Bureau  of  1980. 

Standards  of  Potency— Product  effective-  unsafe  or  ineffective  and  misbranded,  and  (3)  not  within  category  (1)  or  (2)  Biologies,  Food  and  Drug 

ness  above,  on  the  basis  that  available  data  are  insufficient  to  classify  such  prod-  Administration.  8800  Rockville 

ucts.  Pike.  Bethesda,  MD  20205. 

8.  Why  Significant:  This  regulation  will  establish  the  safety  and  effectiveness  301-443-1306. 
of  currently  marketed  proudets.  It  will  assure  the  public  of  receiving  only 
those  products  found  to  be  truly  safe  and  effective. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  bring  products  into  conformance  with  current  standards  of  safety 
and  effectiveness. 

E.  Legal  Basis:  Section  351.  58  Stat.  702,  42  U.S.C.  262. 

F.  Chronology:  The  proposal  is  currently  being  drafted  for  review  by  the 
Agency. 

FDA  13— Bioresearch  Monitoring;  Standards  A.  Description:  This  regulation  will  establish  standards  for  the  composition,  op-  John  C.  Petricciani,  Associate  Final  Rule  October-December 
for  Institutional  Review  Boards  for  Clinical  eration,  and  responsibility  of  any  institutional  review  board  that  reviews  clini-  Director  for  Clinical  Research  1980. 

Investigations  cal  investigations  involving  the  use  of  products  regulated  by  the  Food  and  (HFB-4),  Bureau  of  Biologies. 

Drug  Administration.  Food  and  Drug  Administration, 

0  Why  Significant:  The  regulations  will  provide  greater  protection  of  the  rights  8800  Rockville  Pike,  Rockville, 
and  safety  of  subjects  in  clinical  investigations  and  help  assure  the  quality  MD  20205,  301-496-9320. 
and  integrity  of  the  research  data  used  to  support  the  marketing  of  products 
regulated  by  FDA  by  specifically  defining  the  responsibilities  of  institutional 
review  boards  in  clinical  investigations. 

C.  Regulatory  Analysis:  Not  required. 

0.  Need:  To  clarify  existing  regulations  :oncerning  institutional  review  boards 
that  review  clinical  investigations  involving  new  drug  products  and  to  extend 
those  regulations  to  include  boards  that  review  investigations  on  other  FDA- 
regulated  products.  The  regulation  will  establish  specific  standards  for  the 
composition,  operation,  and  responsibilities  of  a  board  in  assuring  protection 
of  the  rights  and  safety  of  subjects  involved  in  clinical  investigations  and  as¬ 
suring  the  quality  and  integrity  of  the  research  data  used  to  support  the  mar¬ 
keting  of  products  regulated  by  FDA. 

E.  Legal  Basis:  21  U.S.C.  346.  346a,  348.  352,  353,  355.  356.  357,  360,  360c, 

360f,  360h-360j,  361,  371(a).  376.  381;  42  U.S.C.  216.  262,  263b-263n. 

F.  Chronology:  A  proposed  rule  was  published  on  August  8.  1978  (43  FR 
35186).  On  August  14,  1979,  the  proposal  was  withdrawn  and  reproposed 
(44  FR  47699).  Public  hearings  were  held  in  Bethesda.  Maryland,  on  Sep¬ 
tember  18,  1979,  in  San  Francisco  on  October  3,  1979,  and  in  Houston  on 
October  16,  1979.  The  comment  period  closed  on  November  12.  1979. 

FDA  14— BiO'esearch  Monitoring;  Informed  A.  Description:  This  regulation  would  establish  a  single  set  of  informed  con-  John  C.  Petricciani,  Associate  Final  Rule  October-December 
Consent  sent  requirements  applicable  to  all  investigators  involved  in  investigational  Director  for  Clinical  Research  1980. 

studies  that  either  require  prior  FDA  review  or  are  later  submitted  to  FDA  in  (HFB-4).  Bureau  of  Biologies, 
support  of  an  application  for  a  research  or  marketing  permit.  Food  and  Drug  Administration. 

8  Why  Significant:  This  regulation  would  clarify  existing  agency  regulations  8800  Rockville  Pike.  Rockville, 
governing  informed  consent  and  provide  greater  protection  of  the  rights  of  MD  20205.  301-496-9320. 
human  subjects  involved  in  research  activities  that  fall  within  the  jurisdiction 
of  FDA. 

C  Regulatory  Analysis:  Not  required 

D  Need:  There  has  been  an  identifiable  need  to  strengthen  and  clarify  in¬ 
formed  consent  requirements  as  they  apply  to  research  that  involves  human 
subjects  and  is  intended  for  submission  to  FDA.  This  regulation  is  designed 
to  provide  greater  protection  of  the  rights  and  safety  of  human  subjects  in¬ 
volved  in  research  activities  that  fall  within  the  jurisdiction  of  FDA. 

E  Legal  Basis:  21  U.S.C.  346,  346a.  348,  352.  353,  355.  358,  357,  360.  360c, 

360f,  360h-360j,  361,  371(a).  376,  331;  42  U  S.C.  216,  262,  263b-263n. 

F.  Chronology:  The  proposed  rule  was  published  on  August  14,  1979  (44  FR 
47713).  Public  hearings  were  held  in  Bethesda.  Maryland,  on  September  18. 

1979,  in  San  Francisco  on  October  3.  1979,  and  in  Houston  on  October  16. 

1979.  The  comment  period  closed  on  November  12,  1979. 

FDA  15— Antibiotic  Certification;  Exemption  A.  Description:  This  regulation  would  exempt  dermatologic  and  vaginal  antibi-  Philip  L.  Paquin,  Chief,  General  Final  Rule  January-March  !980. 
of  Dermatologic  and  Vagmal  Drug  Products,  otics  from  the  requirement  for  batch  certification.  The  bulk  drugs  used  in  Regulations.  Development 

manufacturing  exempt  products  would  still  have  to  be  either  certified  or  re-  Branch  (HFD-30),  Bureau  of 

leased  by  FDA  before  being  used  in  manufacturing,  however.  Drugs.  Food  and  Drug 

B.  Why  Significant:  Manufacturers  would  no  longer  be  required  to  submit  to  Administration.  5600  Fishers 
FDA  samples  and  test  results  for  individual  batches  and  could  distribute  Lane,  Rockville.  MD  20857, 
these  drug  products  as  a  result  of  their  own  testing  and  without  notification  301-443-5220. 

by  FDA  that  a  specific  batch  is  certified.  This  action  will  provide  more  effi¬ 
cient  utilization  of  FDA’s  staff  resources,  more  efficient  certification  proce¬ 
dures.  and  will  decrease  manufacturers’  production  costs  by  eliminating  cer¬ 
tification  expenses. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need  The  current  state  of  manufacturing  technology  and  the  high  level  of 
compliance  with  existing  monograph  requirements  demonstrated  by  manu¬ 
facturers  meet  the  requirements  for  consistency  set  forth  in  Section  507(c) 
of  the  Federal  Food,  Drug,  and  Cosmetic  Act  and  warrant  exempting  this 
class  of  antibiotics  from  batch  certification. 

E.  Legal  Basis:  21  U.S.C.  355.  357. 

F.  Chronology:  The  proposed  rule  was  published  on  July  6,  1979  (44  FR 
39469).  The  comment  period  closed  on  September  4,  1979. 

FDA  16— Ant.biobc  Certification;  Exemption  A.  Description:  This  proposal  would  exempt  certain  specific  classes  of  system-  Philip  L.  Paquin.  Chief.  General  Proposed  Rule  January-March 
of  Systemic  Drug  Products.  ic  antibiotics,  as  well  as  specific  products  by  manufacturer,  from  the  certifi-  Regulations  Development  1980. 

cation  requirements  of  21  U.S.C.  357.  The  classes  that  will  be  proposed  tor  Branch,  (HFD-30),  Bureau  of 
exemption  will  be  those  that,  in  the  judgement  of  the  Commissioner  of  Food  Drugs,  Food  and  Drug 
and  Drugs,  no  longer  require  certification  to  ensure  safety  and  efficacy  of  Administration.  5600  Fishers 
use.  Lane.  Rockville.  MD  20857, 

B.  Why  Significant:  This  action  will  further  implement  FDA’s  goal  of  improving  301-443-5220. 
the  certification  program.  Manufacturers  of  certain  classes  of  systemic  anti¬ 
biotics  would  be  exempted  from  obtaining  certification  from  FDA  of  each 
manufactured  batch.  Thus,  they  would  not  be  required  to  submit  to  FDA 
samples  of  test  results  for  individual  batches  and  could  distribute  these  drug 
products  as  a  result  of  thier  own  testing  and  without  notification  by  FDA  that 
a  specific  batch  is  certified.  This  would  result  in  a  decrease  in  manufactur¬ 
ers'  production  costs. 
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C.  Regulatory  Analysts:  Not  required. 

D.  Need:  The  current  state  of  manufacturing  technology  and  the  high  le-wH  of 
compliance  with  existing  monograph  requirements  demonstrated  by  manu¬ 
facturers  meet  the  requirements  for  consistency  set  forth  in  Section  507(c) 
of  the  Federal  Food,  Drug  and  Cosmetic  Act  and  warrant  exempting  certain 
of  this  class  of  antibiotics  from  batch  certification. 

E.  Legal  Basts  21  U.S.C.  355,  357. 

F.  Chronology:  The  Proposed  Rule  is  being  prepared. 

FDA  17— B  oresearcn  Monitorng;  Obligations  A.  Description:  These  regulations  would  establish  procedures  to  be  followed 
ol  Sponsors  and  Monitors  of  Clinical  Inves-  by  a  sonsor  and  a  monitor  before  initiating,  and  during  the  course  of,  a  clini- 
tgat.ons  cal  investigation  involving  the  use  of  a  drug,  medical  device,  food  or  color 

additive,  or  electronic  product. 

B.  Why  Significant:  The  regulations  will  ptovide  greater  protection  of  the  rights 
and  safety  of  subjects  in  clinical  investigations  and  help  assure  the  quality 
and  integrity  of  the  research  data  used  to  support  the  marketing  of  products 
regulated  by  FDA  by  specifically  defining  the  responsibilities  of  sponsors 
and  monitors  in  clinical  investigations. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  There  has  been  an  identifiable  need  to  set  forth  procedures  that 
would  raise  the  level  of  the  quality  of  clinical  research  by  more  thorough 
and  supervisional  contact  between  the  sponsor  and  investigators.  These 
regulations  will  define  specifically  the  responsibilities  of  sponsors  and  moni¬ 
tors  in  assuring  protection  of  the  rights  and  safety  of  subjects  involved  in 
clinical  investigations  and  assuring  the  quality  and  integrity  of  the  research 
data  used  to  support  the  marketing  of  products  regulated  by  FDA. 

E.  Legal  Basis:  21  U.S.C  346,  348,  352,  353,  355,  356,  357,  360,  360b-360f. 
360h-360j,  361.  371(a),  376,  381,  42  U.S.C.  216,  262,  263b  -263n. 

F.  Chronology:  The  proposed  rule  was  published  on  September  27,  1977  (42 
FR  29412).  The  comment  period  closed  on  December  27,  1977. 


Marilyn  L.  Watson,  (HFD-30), 
Bureau  of  Drugs,  Food  and 
Drug  Administration,  5600 
Fishers  Lane,  Rockville,  V.D 
20857,  301-443-3650. 


FDA  18— Bioreseaich  Monitoring.  Obligations  A.  Description:  These  regulations  would  clarify  existing  regulations  governing 
ot  Clmicai  invest  gators.  the  conduct  of  persons  who  conduct  clinical  investigations  on  new  drug 

products,  and  it  extends  the  regulations  to  include  persons  who  conduct 
clinical  investigations  on  medical  devices,  food  or  color  additives,  and  elec¬ 
tronic  products. 

B  Why  Significant •  The  regulations  will  provide  greater  protection  of  the  rights 
and  safety  of  subjects  in  clinical  investigations  and  help  assure  the  quality 
and  integrity  of  the  research  data  used  to  support  the  marketing  of  products 
regulated  by  FDA  by  specifically  defining  the  responsibilities  of  clinical  inves¬ 
tigators. 

C.  Regulatory  Analysts:  Not  required. 

D.  Need:  There  has  been  an  identifiable  need  to  clarify  existing  regulations 
concerning  persons  who  conduct  clinical  investigations  on  new  drugs  and  to 
extend  those  regulations  to  include  persons  who  conduct  clinical  investiga¬ 
tions  on  other  FDA-regulated  products.  These  regulations  are  designed  to 
assure  the  validity  and  reliability  ot  clinical  data  submitted  to  FDA,  provide 
greater  protection  of  the  rights  and  safety  of  subjects  involved  in  the  investi¬ 
gations,  and  provide  agency-wide  regulatory  standards  for  conducting  clini¬ 
cal  investigations  more  efficiently  and  effectively. 

E.  Legal  Basis:  21  U.S.C.  346,  348,  352,  353,  355,  356,  357,  360.  360b-360t, 
360h-360j,  361,  371(a),  376,  381,  42  U.S.C.  216,  263b-263n. 

F  Chronology:  The  proposed  rule  was  published  on  August  8,  1978  (43  FR 
35223).  The  comrrmp  period  closed  on  November  6,  1978,  and  on  Novem¬ 
ber  14,  1978  was  extended  to  December  6.  1978. 


Marilyn  L.  Watson,  (HFD-30), 
Bureau  of  Drugs,  Food  and 
Drug  Administration,  5600 
Fishers  Lane,  Rockville,  MD 
20857,  301-443-3640. 


Final  Rule  January-March  1980 


Final  Rule  Octobei-Decembei 
1980. 


FDA  19- -Drug  Efficacy  Study  Implementa-  A.  Descnption.  This  proposal  would  permit  applicants  to  file  abbreviated  new 
lion.  Abbreviated  New  Drug  Applications  drug  applications  (ANDA's)  lor  products  identical  to  approved  post-1962 
toi  Post  1962  Drugs  drugs  and  to  omil  certain  test  results  that  are  required  in  a  full  NDA  to  show 

safety  and  effectiveness  of  the  product  It  would  apply  only  to  certain  drug 
products  specified  by  FDA.  At  present,  ANDA's  are  permitted  only  for  pm- 
1962  drugs  that  FDA  has  found  are  suitable  for  that  kind  of  submission. 

B.  Why  Significant:  This  will  reduce  duplicative  human  testing  of  drugs  and 
also  reduce  the  cost  to  the  manufacturer  of  getting  the  affected  drugs  on 
the  market.  By  increasing  competition  among  drug  manufacturers,  it  may 
reduce  drug  costs  to  the  consumer. 

C  Regulatory  Analysts:  Decision  pending  on  completion  of  preliminary  study 
D.  Need:  This  action  wiil  increase  competition  among  drug  sources  when  pa¬ 
tients  have  expired,  and  lower  costs  of  drug  products 
E  Legal  Basts:  21  U.S.C.  355,  371(a). 

F  Chronology:  The  proposed  rule  is  being  prepaied. 

A.  Description:  These  regulations  would  establish  good  manufacturing  practice 
for  a  class  of  parenteial  drug  products  that  can  be  characterized  as  termi¬ 
nally  sterilized  aqueous  solutions  of  100  ml  or  more.  They  would  supple¬ 
ment  the  more  general  "umbrella''  current  good  manufacturing  practice  reg¬ 
ulations  that  apply  to  all  drug  products. 

B  Why  Significant:  Large  volume  parenteral  drug  products  are  unique  in  both 
use  and  production.  The  primary  use  of  many  of  these  products  is  not 
based  upon  traditional  drug  therapy,  but  rather  on  the  urgent  need  of  a  pa¬ 
tient  for  basic  body  constituents.  Because  LVP  drug  products  are  usually  ad¬ 
ministered  to  seriously  weakened  persons  and  generally  in  large  volume,  a 
high  level  ot  drug  quality  is  required 

C.  Regulatory  Analysts  Not  required. 

D.  Need.  To  help  assure  the  quality  and  integrity  of  these  drug  products. 

E.  Legal  Basis:  21  U.S.C.  351,  352,  355,  357,  371. 

F.  Chronology.  The  proposed  rule  was  published  on  June  1.  1976  (31  FR 
22202).  The  comment  period  closed  on  September  29,  1976. 

FDA  21  -Drug  Quality  Assurance,  Require-  A.  Description:  This  regulation  would  specify  the  conditions  under  which  a 
moms  for  Designating  The  Manufacturer's  person  may  be  identified  on  a  drug  or  drug  product  label  as  its  manufactur- 
Name  on  a  Drug  or  Drug  Product  Labe).  er. 

B.  Why  Significant:  The  definition  wilt  identify  for  users,  purchasers,  and  pre¬ 
scribes  the  manufacturer  of  a  drug  product  more  in  line  with  the  ordinary 
meaning  of  the  word  "manufacturer”. 

C.  Regulatory  Analysts  Not  required 


FDA  29 — Diyg  Quality  Assurance;  Curent 
Good  Manufacturing  Practice  for  Large 
Volume  Parenferals 


Jean  Mansut,  Deputy  Assistant  Proposed  Rule  October - 
Director  tor  Regulatory  Affairs,  December  1979. 
(HFD-30),  Bureau  of  Drugs, 

Food  and  Drug  Administration, 

5600  Fishers  Lane,  Rockville, 

MD  20857.  301-443  -3640. 


Philip  L.  Paquin,  Chief  General  Final  Rule  July-September  1980. 
Regulations,  Development 
Branch,  (HFD-30),  Buieau  of 
Drugs,  Food  and  Drug 
Administration,  5600  Fishers 
Lane,  Rockville,  MD  20857, 

301-443-5220 


Steve  Unger,  General  Final  Rule  January  -March  i960 

Regulations  Development 
Branch,  (HFD-30),  Bureau  of 
Drugs,  Food  and  Drug 
Administration,  5600  Fishers 
Lane.  Rockville,  MD  20857, 

301-443-5220. 
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D.  Need:  Under  Section  502(b)  of  the  Federal  Food.  Drug,  and  Cosmetic  Act. 
a  drug  is  misbranded  unless  its  label  bears  the  name  of  its  manufacturer, 
packer,  or  distributor.  This  regulation  win  eliminate  a  previous  policy  of  iden¬ 
tifying  a  manufacturer  which  was  considered  misleading. 

E.  Legal  Basis:  21  U.S.C.  352.  371(a). 

F.  Chronology:  The  proposed  rule  was  published  on  October  3,  1978  (43  FR 
45614).  On  June  26.  1979,  the  comment  period  was  extended  to  August  27, 
1979. 


FDA  22— New  Drug  Evaluation;  Public  Dis-  A.  Description:  This  regulation  would  provide  for  the  disclosure  of  specifica- 
closure  of  Specifications.  tions  submitted  to  the  agency  by  the  manufacturer  of  a  drug  product,  unless 

the  specifications  serve  no  regulatory  or  compliance  purpose,  are  exempt  as 
trade  secrets,  and  have  not  previously  been  publicly  disclosed. 

8.  Why  Significant  The  public  availability  of  drug  specifications  will  help  to 
assure  that  all  manufacturers  of  the  same  drug  product  meet  the  same 
standards  of  identity,  strength,  quality,  and  purity.  Consumers  and  physicians 
will  be  able  to  select  a  brand  of  drug  product  knowing  that  the  standards  it 
is  required  to  meet  are  comparable  to  those  of  other  versions  of  the  same 
drug  product.  Disclosure  will  permit  the  official  compendia  to  maintain  cur¬ 
rent  standards  applicable  to  the  products  of  all  manufacturers:  Consistent 
compendial  specifications  and  methods  will  contribute  to  improving  the  en¬ 
forcement  programs  of  Federal,  State,  and  local  regulatory  agencies  who 
must  assure  full  compliance  with  legal  requirements  for  drug  products. 

C.  Regulatory  Analysis:  Not  required. 

d.  Need:  There  &re  drugs  for  which  specifications  are  not  publicly  available. 
The  regulation  would  resolve  this  problem. 

E.  Legal  Basis:  21  U.S.C.  321  et  seq.,  42  U.S.C.  201  et  seq.,  5  U.S.C.  552. 

F.  Chronology:  The  proposed  rule  was  published  on  July  15,  1977  (42  FR 
36485).  The  comment  period  closed  on  September  13, 1977. 

FDA  23— New  Drug  Evaluation;  Revision  of  A.  Description:  This  proposal  would  revise  the  regulations  on  investigational 
IND/NDA  Regulations.  new  drugs  (IND's)  and  new  drug  applications  (NDA's)  to  improve  the  effi¬ 

ciency  of  FDA's  operation  and  to  update  and  refine  its  internal  policies  in 
reviewing,  processing,  and  communicating  with  sponsors  and  applicants  on 
IND's  and  NDA's.  The  revision  would  more  formally  structure  the  IND  phase 
so  that  if  a  drug  reaches  the  NDA  stage  it  would  be  essentially  approvable. 

B.  Why  Significant  These  revisions  can  be  expected  to  aid  IND  sponsors  and 
NDA  applicants  be  expediting  the  review  process,  reducing  paperwork,  and 
redefining  the  IND  and  NDA  requirements  in  line  with  FDA's  experiences  in 
current  practices.  They  should  also  result  in  simpler  and  more  useful  report¬ 
ing  requirements. 

C.  Regulatoy  Analysis.  Not  required. 

D.  Need:  Experience  with  these  regulations  after  a  number  of  years  has  identi¬ 
fied  areas  where  the  IND/NDA  procedure  and  requirements  need  updating 
and  improving. 

E.  Legal  Basis:  21  U.S.C.  355,  357,  371(a). 

F.  Chronology:  A  Notice  of  Public  meeting  was  published  on  October  12,  1979 

(44  FR  58919). 


Edwin  V.  Dutra,  Jr..  Precedent 
Regulations  and  Legislative 
Activities  Branch,  (HFD-30), 
Bureau  of  Drugs,  Food  and 
Drug  Administration,  5600 
Fishers  Lane,  Rockville.  MD 
20857,  301-443-6490. 


Robert  Frankel,  Deputy 
Associate  Director  for  New 
Drug  Evaluation,  (HFD-101), 
Bureau  of  Drugs,  Food  and 
Drugs  Administration,  5600 
Fishers  Lane,  Rockville,  MD 
20857,  301-443-6062. 


Final  Rule  April -June  1980. 


Proposed  Rule  Ju’y- September 

1981. 


FDA  24— Prescnption  Drug  Advertising:  Revi-  A.  Description:  This  notice  of  intent  will  announce  that  FDA  intends  to  propose 
sion  of  Regulations.  revisions  to  the  present  regulations  to  provide  clear  requirements  for 

modern  advertising  techniques  and  to  clarify  and  establish  additional  re¬ 
quirements  for  promotional  labeling. 

B.  Why  Significant:  Although  some  of  the  revisions  to  be  proposed  represent 
requirements  not  specifically  included  in  the  existing  regulations,  in  many  in¬ 
stances  they  are  requirements  that  have  been  considered  implicit  in  the  reg¬ 
ulations  or  have  been  agency  policy.  By  setting  clear  requirements,  the  revi¬ 
sions  will  enable  drug  manufacturers  to  know  what  is  and  is  not  permissible 
advertising. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  The  regulations  are  not  up-to-date  inasmuch  as  advertising  methods 
have  changed  drastically  since  the  current  regulations  were  published,  pri¬ 
marily  in  the  use  of  electronic  media  (radio,  television,  and  tapes)  in  addition 
to  the  printed  media. 

*  E.  Legal  Basis:  21  U.S.C.  321(n),  352,  371. 

F.  Chronology:  The  Notice  of  Intent  is  being  prepared. 


Paul  O.  Fehnel.  Chief,  Precedent 
Regulations  and  Legislative 
Activities  Branch,  (HFD-30), 
Bureau  of  Drugs.  Food  and 
Drug  Administration,  5600 
Fishers  Lane,  Rockville,  MD 
20857,  301-443-6490. 


Notice  of  Intent  January-March 
1980. 


FDA  25— Prescription  Drug  Labeling;  Policy  A.  Description:  This  regulation  would  require  the  manufacturer  of  a  prescription 
on  Patient  Labeling.  drug  product  to  prepare  and  distribute  labeling  that  is  intended  for  the  pa- 

tient  The  dispenser  of  the  product  would  be  required  to  provide  the  labeling 
to  the  patient  when  the  product  is  dispensed. 

B.  Why  Significant:  The  regulation  is  expected  to  help  patients  use  prescription 
drug  more  safely  and  effectively. 

C.  Regulatoy  Analysis:  Yes,  being  conducted. 

D.  Need:  To  make  users  of  drugs  aware  of  the  risks  and  benefits  of  drugs 
prescribed  for  them  and  to  promote  their  safe  and  effective  use. 

E.  Legal  Basis:  21  US.C.  352,  353,  355,  357,  371;  42  U.S.C.  262. 

F.  Chronology:  The  proposed  rule  was  published  July  6,  1979  (44  FR  40016). 
A  notice  of  public  hearings  on  the  proposed  rule  was  published  August  10, 
1979  (44  FR  47104).  Public  hearings  were  held  in  Chicago  on  September 
10,  1979,  in  Los  Angeles  on  September  12,  1979,  and  in  Washington,  D.C. 
on  September  14,  1979.  On  October  12,  1979  (44  FR  58918)  the  comment 
period  was  extended  to  November  5,  1979. 


Michael  C.  McCrane,  General 
Regulations  Development 
Branch,  (HFD-30),  Bureau  of 
Drugs,  Food  and  Drug 
Administration,  5600  Fishers 
Lane,  Rockville,  MD  20857, 
301-443-5220 


Final  Rule  October-December 
1980. 


FDA  26— Biopharmaceutics  Programs,  A.  Description:  This  regulation  would  add  to  FDA's  public  information  regula- 
Therapeutic  Equivalence  Evaluations.  tions  a  statement  that  a  listing  of  approved  prescription  drug  products  is 

available. 

B.  Why  Significant:  It  will  be  an  aid  to  all  prescribes,  dispensers,  and  purchas¬ 
ers  in  their  efforts  to  lower  drug  costs. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  provide  a  list  of  approved  prescription  drug  products  with  their 
therapeutic  equivalence  evaluations  to  assist  prescribes,  dispensers,  and 
purchasers  in  their  efforts  to  benefit  from  generic  substitution  laws  and 
lower  drug  costs. 

E.  .  Legal  Basis  21  U.S.C.  321  et  seq.,  42  U.S.C.  201  et  seq.,  5  U.S.C.  552. 

F.  Chronology:  The  proposed  rule  was  published  on  January  12,  1979  (44  FR 
2932).  The  comment  period  closed  on  April  12, 1979 


Howard  Muller,  General 
Regulations  Development 
Branch,  (HFD-30),  Bureau  of 
Drugs,  Food  and  Drug 
Administration,  5600  Fishers 
Lane,  Rockville,  MD  20857, 
301-443-5220. 


Final  Rule  Januaiy-March  1900. 
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FDA  27— Summary  of  Food  Labeling  Hear¬ 
ings.. 


A.  Description:  This  notice  will  summarize  the  testimony  presented  at  five  food 
labeling  hearings  conducted  jointly  by  FDA.  USD  A,  and  FTS,  as  well  as 
comments  submitted  in  writing  and  will  present  the  agencies  tentative  posi¬ 
tions  on  a  variety  of  food  labeling  issues. 

B.  Why  Significant:  There  is  substantial  public  interest  in  this  program. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  notify  the  public  of  FDA's  tentative  positions  on  various  food  la¬ 
beling  issues  and  what  future  actions  FDA  is  contemplating. 

E.  Legal  Basis:  Section  403  and  701,  (21  U.S.C.  343  and  371)  of  the  Federal 
Food,  Drug,  and  Cosmetic  Act. 

F.  Chronology:  The  notice  is  currently  under  review. 


Taylor  M.  Quinn,  Associate  Notice  of  Intent  October- 
Director  lor  Compliance  (HFF-  December  1979. 

300),  Bureau  of  Foods,  Food 
and  Drug  Administration,  200 
C  Street  S.W.,  Washington, 

D  C.  20204,  (202)  245-1243. 


FDA  28— Cholesterol-Free  Egg  Substitute A.  Description:  This  proposed  rule  will  address  the  issue  of  the  use  of  the  term 

cholesterol-free  in  the  name  of  food  products. 

B.  Why  Significant:  This  issue  concerns  a  matter  on  which  there  is  substantial 
public  interest. 

C  Regulatory  Analysis  Not  required. 

D.  Need:  To  establish  consistency  in  labeling  of  cholesterol  content  of  foods. 

E.  Legal  Basis:  Sections  201(n),  403(a),  701(a),  52  Stat.  1041,  as  amended; 
1047-1048,  as  amended;  1055  (21  U.S.C.  321(n)  343(a),  and  371(a))  of  the 
Federal  Food.  Drug,  and  Cosmetic  Act 

F.  Chronology:  This  proposed  rule  is  currently  under  review. 


Elizabeth  Campbell.  Guidelines 
and  Compliance  Research 
Branch  (HFF-312),  Bureau  of 
Foods,  Food  and  Drug 
Administration,  200  C  Street, 
S.W.,  Washington,  D.C. 
20204,  (202)  245-3092. 


Proposed  Rule  January-March 
1980. 


FDA  29— Plant  Protein— Common  or  Usual 
Names  (or  Foods.  Vegetable  Protein  Prod¬ 
ucts  Which  Resemble  and  Substitute  for 
Meats,  Seafood,  Poultry,  Eggs,  or  Cheese. 


A.  Description:  This  regulation  will  establish  common  or  usual  names  tor  vege¬ 
table  protein  products  and  names  and  definitions  of  nutritional  equivalence 
for  substitutes  for  the  five  major  protein  foods. 

B  Why  Significant:  There  is  substantial  public  interest  in  having  consistent  la¬ 
beling  requirements  regarding  the  nutrient  content  of  vegetable  protein  sub¬ 
stitutes. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  provide  consistency  in  the  labeling  and  in  the  nutrient  content  of 
vegetable  protein  substitutes  for  the  five  major  protein  foods. 

E.  Legal  Basis:  Sections  201(n),  403,  701,  52  Stat.  1041,  as  amended;  1047- 
1048,  as  amended:  1055-1056,  as  amended  (21  U.S.C.  32l(n)  343,  371)  of 
the  Federal  Food,  Drug,  and  Cosmetic  Act. 

F.  Chronology:  Tentative  final  rule  was  published  on  July  14,  1978  (43  FR 
30472).  The  comment  period  closed  on  November  13,  1978. 


Elizabeth  Campbell,  Guidelines 
and  Compliance  Research 
Branch  (HFF-312),  Bureau  of 
Foods,  Food  and  Drug 
Administration,  200  C  Street 
S.W.,  Washington,  D.C. 
20204,  (202)  245-3092. 


Final  Rule  July-September  1980. 


FDA  30— Sugar  Labeling  of  Foods. 


A.  Description:  This  proposed  rule  would  amend  the  nutritional  labeling  format 
so  that  the  carbohydrate  declaration  will  have  subsets  for  simple  sugars,  as 
well  as  complex  sugar. 

B  Why  Significant:  There  is  substantial  public  interest  in  having  a  declaration 
of  sugar  content. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  notify  the  public  of  the  type  and  amount  of  carbohydrate  being 
taken  in. 

E.  Legal  Basis:  Sections  201(n),  403,  701,  52  Stat.  1041,  as  amended;  1047- 
1048.  as  amended;  1055-1056,  as  amended  (21  U.S.C.  321  (n),  343.  371)  of 
the  Federal  Food,  Drug,  and  Cosmetic  Act 

F.  Chronology:  This  proposed  rule  is  currently  being  drafted  in  the  Bureau  of 
Foods. 


Elizabeth  Campbell.  Guidelines 
and  Compliance  Research 
Branch  (HFF-312),  Bureau  of 
Foods,  Food  and  Drug 
Administration.  200  C  Street. 
S.W.,  Washington,  D.C. 
20204,  (202)  245-3092. 


Proposed  Rule  April- June  1980. 


FDA  31— General  Pnnciples  for  the  Addition  A.  Description:  This  notice  with  clarify  an  FDA  policy  concerning  the  nutrient 
of  Nutrients  to  Food.  fortification  of  food.  This  policy  is  expressed  as  a  senes  of  principles  which 

manufacturers  are  urged  to  follow  if  they  elect  to  add  nutrients  to  a  particu¬ 
lar  food  or  class  of  foods. 

B.  Why  Significant:  This  final  policy  statement  sets  FDA's  policy  regarding  the 
addition  of  nutrients  to  a  particular  food  or  class  of  foods. 

C.  Regulatory  Analysis:  Not  required 

D.  Need:  To  provide  a  guideline  by  which  nutrients  could  be  added  to  foods  in 
a  most  appropriate  pattern  and  potency. 

E.  Legal  Basis  Sections  20l(n),  403(a),  and  701(a),  52  Stat.  1041,  1046- 
1048,  as  amended;  1055  (21  U.S.C.  321(n),  343.  and  371(a)). 

F.  Chronology:  Proposed  rule  was  published  on  June  14,  1974  (39  FR  20900). 
The  comment  period  closed  on  October  1,  1974. 


Elizabeth  Campbell.  Guidelines 
and  Compliance  Research 
Branch  (HFF-312),  Bureau  of 
Foods,  Food  and  Drug 
Administration,  200  C  Street, 
S  W .  Washington.  D.C. 
20204,  (202)  245-3092. 


Final  Policy  Statement  October- 
December  1979. 


FDA  32— Liquid  Protein  Products  Warning  A.  Description:  This  final  rule  will  set  forth  label  warning  requirements  for  pro- 
StatemenL  tein  supplements  that  may  be  used  in  weight  reduction  or  weignt  mainte¬ 

nance  programs. 

B.  Why  Significant:  There  is  a  potential  danger  in  the  misuse  of  liquid  protein 
products. 

C.  Regulatory  Analysis  Not  required. 

D.  Need:  To  inform  potential  consumers  of  the  possible  dangers  of  misuse  of 
liquid  protein  products 

E.  Legal  Basis:  Sections  20l(n),  403(a),  701(a).  52  Stat.  1041,  as  amended; 
1047-1048  as  amended;  1055  (21  U.S.C.  321(n),  343(a),  and  371(a))  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act. 

F.  Chronology:  The  tentative  final  rule  published  December  29,  1978  (43  FR 
60883).  The  comment  period  closed  on  February  27,  1979. 


Elizabeth  Campbell,  Guidelines 
and  Compliance  Research 
Branch  (HFF-312),  Bureau  of 
Foods,  Food  and  Drug 
Administration,  200  C  Street, 
S  W ,  Washington,  D.C. 
20204,  (202)  245-3092. 


Final  Rule  October-December 
1979. 
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FOA  33— Aflatoxin  in  Peanuts _ _ _ _  A.  Description:  This  final  rule  will  set  tolerances  for  aflatoxin  in  peanuts. 

B.  Why  Significant:  There  is  a  public  health  concern  regarding  the  amount  of 
aflatoxin  found  in  peanuts. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  prevent  avoidable  residues  of  aflatoxtns  in  peanuts  and  peanut 
products. 

E.  Legal  Basis:  Sections  306,  402,  406,  701,  52  Stat  1045-1048,  1049,  1055- 
1056,  as  amended;  and  72  Stat.  948  (21  U.S.C.  336,  342,  346,  371)  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act 

F.  Chronology:  The  proposed  rule  published  on  December  6.  1974  (39  FR 
42748).  Notice  of  availability  of  the  assessment  of  estimated  risk  resulting 
from  afiatoxins  in  consumer  peanut  products  and  notice  of  reopening  of  the 
comment  period  published  on  March  3,  1978  (43  FR  8808).  Extension  of 
comment  period  was  published  on  April  18,  1978  (43  FR  16349).  The  com¬ 
ment  period  closed  May  17, 1978. 

FOA  34— Color  Certification— Procedures  for  A.  Description:  This  notice  would  establish  guidelines  for  the  certification  of 
Non-Conforming  Batches.  color  additives  to  prescribe  procedures  for  the  rejection  of  samples  submit¬ 

ted  for  certification  on  the  basis  of  analytical  response,  when  the  substance 
causing  the  response  is  unidentified. 

B.  Why  Significant  Procedures  for  the  certification  of  colors  should  be  uniform 
and  industry  should  be  fully  advised  of  them. 

—  C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  establish  guidelines  which  formalize  the  procedures  used  m  certi¬ 
fication  of  colors. 

E.  Legal  Basis :  Section  706  (21  U.S.C.  376)  of  the  Federal  Food.  Drug,  and 
Cosmetic  Act 

F.  Chronology:  This  notice  is  currently  being  drafted  in  the  Bureau  of  Foods. 

FDA  35 — Use  of  Food  Preservatives  BHT.... .  A  Description:  This  final  rule  will  establish  an  interim  food  additive  for  BHT. 

B.  Why  Significant  BHT  is  a  widely  used  preservative  heretofore  considered 
GRAS  and  about  which  substantial  safety  questions  have  been  raised,  ren¬ 
dering  H  subject  to  the  food  additive  law.  Recent  re-evaluation  of  available 
data  indicates  that  additional  information  is  required  to  substantiate  that  its 
use  in  food  can  continue  to  be  deemed  safe. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  determine  if  food  preservative  BHT  can  continue  to  be  deemed 
safe  for  use  in  foods. 


E.  Legal  Basis:  Sections  20l(s),  409,  701(a),  52  Stat  1055,  72  Stat.  1784- 
1788,  as  amended  (21  U.S.C.  321(s),  348,  371(a))  of  the  Federal  Food, 
Drug  and  Cosmetic  Act 

F.  Chronology:  The  proposed  rule  published  on  May  31,  1977  (42  FR  27603). 
The  comment  period  closed  July  26,  1977. 

FDA  38— Procedural  Regulations  for  the  A.  Description:  This  proposed  rule  would  establish  the  procedure  for  the  cyclic 
Cyolic  Review  and  Priority  Listing  of  Food  review  and  priority  listing  of  food  additives. 

and  Color  Additives.  B.  Why  Significant  The  FDA  believes  that  industry  should  be  put  on  notice  as 

to  the  procedures  to  be  followed  and  priorities  to  be  set  regarding  the  cyclic 
review  of  food  and  color  additives. 

C.  Regulatory  Analysis:  Decision  pending  on  completion  of  preliminary  study. 

O.  Need:  To  give  notice  as  to  the  order  in  which  food  additives  will  be  re¬ 
viewed  under  the  cyclic  review  process. 

E.  Legal  Bas-’s:  Sections  201(s),  409,  701(a),  and  706.  52  Stat  1055;  72  Stat 
1784-1788,  as  amended  (21  U.S.C.  321  (s).  348,  371(a).  376)  of  the  Federal 
Food.  Drug,  and  Cosmetic  Act 

F.  Chronology:  The  proposed  rule  is  currently  under  review. 

FDA  37— Net  Weight .  A.  Description:  This  proposed  rule  would  quantify  reasonable  variations  for 

foods  subject  to  moisture  loss. 

B.  Why  Significant  There  is  substantial  public  interest  because  of  possible 
economic  deception. 

C.  Regulatory  Analysis:  Decision  pending  on  completion  of  preliminary  study. 

D.  Need:  To  protect  the  consumer  from  economic  deception. 

E.  Legal  Basis:  Sections  201(n).  403,  701,  52  Stat  1041,  as  amended;  1046- 
1048,  as  amended;  1055-1056,  as  amended  by  70  Stat.  919;  and  72  Stat. 
946  (21  U.S.C.  23l(n),  343,  and  371)  of  tne  Federal  Food.  Drug,  and  Cos¬ 
metic  Act 

•  F.  Chronology:  The  proposed  rule  is  currently  under  review 


Elizabeth  Campbell.  Guidelines 
and  Compliance  Research 
Branch  (HFF-312),  Bureau  of 
Foods,  Food  and  Drug 
Administration,  200  C  Street, 
S.W.,  Washington.  D  C. 
20204,  (202)  245-3092. 


Gerald  McCowin.  Petitions 
Control  Branch  (HFF-334), 
Bureau  of  Foods,  Food  and 
Drug  Administration,  330 
Independence  Avenue,  S.W., 
Washington,  D.C.  20201, 
(202)  472-5690. 


Dr.  Corbin  Miles,  GRAS  Review 
Branch  (HFF-335),  Bureau  of 
Foods,  Food  and  Drug 
Administration,  330 
Independence  Avenue,  S.W , 
Washington,  D.C.  2020 1, 
(202)  472-4750. 


Gerald  McCowin,  Petitions 
Control  Branch  (HFF-334), 
Bureau  of  Foods,  Food  and 
Drug  Administration,  330 
independence  Avenue,  S.W , 
Washington,  D.C.  20201, 
(202)  472-5690. 


Elizabeth  Campbell,  Guidelines 
and  Compliance  Research 
Branch  (HFF-312).  Bureau  of 
Foods.  Food  and  Drug 
Administration,  200  C  Street. 
S.W..  Washington.  D.C. 
20204,  (202)  245-3092. 


FDA  38— Caffeine . . . . . . .  A.  Description:  FDA  intends  to  issue  proposals  to  determine  the  status  of  oaf-  Dr.  Corbin  Milev.  GRAS  Review 

feine  in  soft  drinks.  Branch  (HFF-335),  Bureau  of 

B.  Why  Significant:  This  issue  concerns  a  matter  on  which  there  is  substantial  Foods,  Food  and  Drug 

public  interest  Administration,  330 

C.  Regulatory  Analysis:  Decision  pending  on  completion  of  preliminary  study.  Independence  Avenue,  S.W.. 

D.  Need:  The  Select  Committee  on  GRAS  Substances  of  the  Federation  of  Washington.  D.C.  20201, 

American  Societies  for  Experimental  Biology  (FASEB)  ha3  recommended  (202)  472-4750. 

that  the  FDA  interim  list  direct  food  uses. 

E.  Legal  Basis:  Sections  201(s),  409,  701(a),  52  Stat  1055;  72  Stat.  1784- 
1768,  as  amended;  52  Stat.  1055  (21  U.S.C.  32l(s>.  348,  371(a))  of  the 
Federal  Food,  Drug,  and  Cosmetic  Act 

F.  Chronology:  The  proposed  rule  is  currently  under  review. 


FDA  39— GRAS  Whey— Wh-jy  Products  and  A.  Description:  This  final  rule  wilt  establish  common  or  usual  names  and  affirm 


Hydrogen  Peroxide  Used  in  Whey  Treat¬ 
ments 


the  GRAS  status  for  whey  and  whey  products.  This  is  a  result  of  ten  GRAS 
petitions.  These  dried  whey  products  have  numerous  potential  uses  in  food 
including  sources  of  milk  protein  and  use  as  milk  solids  where  not  exempted 
by  food  standards. 

3.  Why  Significant  There  is  substantial  public  interest  in  establishing  uniform 
nomenclature  and  safe  uses  lor  these  milk  protein  products. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  establish  safe  uses  of  certain  milk  proteins. 


Dr.  Corbin  Miles.  GRAS  Review 
Branch  (HFF-335),  Bureau  of 
Foods.  Food  and  Drug 
Administration,  330 
Independence  Avenue.  S.W., 
Washington,  D.C.  20201, 
(202)  472-4750. 


Decision  quarter 


Final  Rule  January-Marcn  1980. 


Notice  of  Intent  January-March 
1980. 


Final  Rule  October -December 
1979. 


Proposed  Rule  January-March 
1980 


Proposed  Rule  January-March 
1980. 


Proposed  Rule  October - 
December  1979 


Final  Rule  Oc  tober  -  December 
1980. 
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FDA  40— Retortable  Pouch. . — 


FDA  41 — Xylitol . 


E.  Legal  Basis:  Sections  201(s),  409,  701(a),  52  Stat.  1055;  72  Stat.  1784- 
1788,  as  amended  (21  U.S.C.  321(s),  348,  371(a))  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act. 

F.  Chronology:  The  proposed  rule  published  on  June  22,  1979.(44  FR  36416). 
The  comment  period  closed  on  October  29,  1979. 


A.  Description:  This  final  rule  will  provide  for  safe  use  of  components  of  lami-  Gerald  McCowm,  Petitions 


naled  pouch  intended  to  contact  food  under  retort  conditions. 

B.  Why  Significant:  The  retortable  pouch  could  be  used  m  place  of  the  “tin 
can"  in  the  marketing  of  many  foods. 

C  Regulatory  Analysis:  Not  required. 

D  Need:  To  protect  the  public  health. 

E.  Legal  Basis:  Section  409,  72  Stat.  1786  (21  US.C.  348)  of  the  Federal 
Food.  Drug,  and  Cosmetic  Act 

F  Chronology:  The  notice  of  filing  for  several  petitions  published  on  November 
7,  1975  (40  FR  52076).  February  10.  1976  (41  FR  5861),  September  13, 
1976  (41  FR  38802),  February  10,  1978  (43  FR  5891),  April  7,  1978  (43  FR 
14737),  and  June  23,  1978  (43  FR  27236)  The  final  rule  is  currently  under 
review. 


Control  Branch  (HFF-334). 
Bureau  of  Foods,  Food  and 
Drug  Administration,  330 
Independence  Avenue,  S.W . 
Washington,  D.C.  20201, 

.  (202)  472-5690. 


A.  Description:  This  proposed  rule  would  determine  the  status  of  the  use  of  Gerald  McCowm,  Petitions 


Xylitol  m  specific  dietary  products. 

B  Why  Significant  Xylitol  is  a  sweetener  There  is  much  industry  and  consum¬ 
er  interest  in  sucrose  substitutes 
C.  Regulatory  Analysis:  Not  required. 

D  Need:  Data  has  been  submitted  to  the  FDA  suggesting  that  Xylitol  may  not 
be  safe. 

E.  Legal  Basis:  Sections  409.  701(a),  52  Stat.  1055;  72  Stat  1785-1788  (21 
U  S  C.  348,  371(a))  of  the  Federal  Food,  Drug,  and  Cosmetic  Act. 

F  Chronology:  This  proposed  rule  is  currently  under  review. 


Control  Branch  (HFF-334). 
Bureau  ol  Foods,  Food  and 
Drug  Administration,  330 
Independence  Avenue.  S.W., 
Washington,  D  C.  20201 , 
(202)  472-5690. 


FDA  42— Food  and  Color  Additives— Risk  A  Description:  This  proposed  rule  would  establish  standard  procedures  for  as-  Gerald  McCowm,  Petitions 


Assessment 


FDA  43— Trichloroethylene . 


sessmg  the  safety  of  food  and  color  additives. 

B  Why  Significant:  The  risk  assessment  procedure  to  be  used  is  likely  to  be 
of  particular  public  interest  with  regard  to  how  it  addresses  food  and  color 
additives  that  may  contain  carcinogenic  substances. 

C  Regulatory  Analysis:  Not  required. 

D  Need  To  clarify  agency  policy  on  carcinogenic  constituents  ot  food  and 
color  additives. 

E  Legal  Basis:  Sections  201(s),  201(t).  402,  409.  701.  52  Stat.  1046-1047,  as 
amended;  72  Stat.  1784-1788.  as  amended  (21  U.S.C.  32l(s).  321(t).  342. 
348,  371)  of  the  Federal  Food,  Drug,  and  Cosmetic  Act 

F  Chronology:  The  proposed  rule  is  currently  under  review. 

A.  Description:  This  final  rule  will  prohibit  trichloroethylene  in  human  food  be¬ 
cause  it  may  pose  a  risk  of  cancer 

B  Why  Significant:  There  is  substantial  FDA  interest  due  to  public  health  con¬ 
cerns  indicated  above 

C  Regulatory  Analysis  Not  required. 

D.  Need:  To  protect  the  public  health 

E.  Legal  Basis  Sections  201  (s),  402.  409,  701,  52  Stat  1046-1047,  as 
amended;  72  Stat  1784-1788,  as  amended  (21  U.S.C.  321(s).  342,  348. 
371)  of  the  Federal  Food,  Drug,  and  Cosmetic  Act. 

F  Chronology:  The  proposed  rule  published  on  September  27.  1977  (42  FR 
49465)  The  commont  period  closed  on  November  28,  1977. 


Control  Branch  (HFF-334), 
Bureau  of  Foods.  Food  and 
Drug  Administration,  330 
Independence  Avenue,  S  W.. 
Washington,  D  C  20201, 
(202) 472-5690 


Gerald  McCowin.  Petitions 
Control  Branch  (HFF-334), 
Bureau  of  Foods,  Food  and 
Drug  Administration,  330 
Independence  Avenue,  S.W., 
Washington.  D  C  20201, 
(202)  472-5690 


f-DA  44— Use  of  Chlorine  Gas  in  an  Aqueous  A  Description:  This  proposed  rule  would  establish  GRAS  conditions  of  use  for  Dr  Corbin  Miles.  GRAS  Review 


Solution. 


chlorine  food  sanitizers.  This  is  the  result  of  twelve  GRAS  petitions  for  uses 
of  chlorine,  hypochlorus  acid,  and  chlorine  dioxide  as  food  sanitizing  solu¬ 
tions. 

B  Why  Significant:  There  is  a  substantia!  public  health  issued  involved. 

C  Regulatory  Analysis  Not  required 


Branch  (HFF-335),  Bureau  of 
Foods,  Food  and  Drug 
Administration,  330 
Independence  Avenue,  S  W , 
Washington,  D  C.  20201, 
(202)  472-4750 


FDA  45— Nitrite  as  a  Color  Additive  in  Bacon 


D  Need:  To  establish  safe  uses  of  chlonne  in  a  sanitizing  agent. 

E  Legal  Basis:  Sections  201  (s).  409,  701(a),  52  Stat.  1055,  72  Stat  1784- 
1788,  as  amended  (21  U  SC  321(s),  348.  371(a))  Of  the  Federal  Food, 
Drug,  and  Cosmetic  Act 

F  Chronology  The  proposed  rule  is  currently  under  review.- 

A  Description  This  proposed  rule  would  resolve  the  issue  regarding  nitrite  as 
a  color  additive  in  bacon 

B  Why  Significant:  There  is  substantial  public  interest  and  controversy  regard¬ 
ing  the  use  of  nitrite  in  bacon. 

C  Regulatory  Analysis  Decision  pending  on  completion  of  preliminary  study. 

D  Need:  To  clarify  the  status  of  nitrite  as  a  color  additive  in  bacon. 

E.  Legal  Basis:  Sections  201(s),  201  (t)(1).  402(a).  701(a),  706.  72  Stat,  1784, 
74  Stat.  397,  52  Stat.  1046,  1055-1056,  as  amended  (21  U.S.C.  321(s), 
321(t)(1).  342(a),  371(a),  376)  of  the  Federal  Food,  Drug,  and  Cosmetic  Act. 

F  Chronology:  The  proposed  rule  is  currently  under  review 


Gerald  McCowin,  Petitions 
Control  Branch  (HFF-334). 
Bureau  of  Foods,  Food  and 
Drug  Administration,  330 
Independence  Avenue,  S.W., 
Washington,  D  C.  20201, 
(202)  472-5690. 


FDA  46— Pnor  Sanction  Status  of  Nitrites  in  A.  Description  this  proposed  rule  would  resolve  the  issue  regarding  whether 
Poultry  Products  there  is  a  prior  sanction  for  nitrites  in  poultry  products. 

B.  Why  Significant:  There  is  substantial  interest  and  controversy  in  the  legal 
status  of  nitrites. 

C.  Regulatory  Analysis  Not  required 
D  Need:  To  protect  the  public  health 

E.  Legal  Basis.  Sections  201(s),  201(t)(1),  402(a),  701(a),  706.  72  Stat.  1784; 
74  Stat.  397;  52  Stat.  1046.  1055-1056,  as  amended '(21  U.S.C.  321(s). 
321(t)(1),  342(a),  376)  of  the  Federal  Food,  Drug,  and  Cosmetic  Act. 

F.  Chronology:  The  proposed  rule  is  currently  under  review. 


Gerald  McCowin,  Petitions 
Control  Branch  (HFF-334), 
Bureau  of  Foods,  Food  and 
Drug  Administration.  330 
Independence  Avenue,  S.W., 
Washington,  D.C.  20201, 
(202)  472-5690. 


F  DA  4  7— Safety  of  Food 
and  Corn  Sugar 


Ingredients  Sucrose  A  Description:  The  proposed  rule  would  rule  on  the  GRAS  status  of  sucrose  Dr  Corbin  Miles,  GRAS  Review 
and  com  sugar.  Branch  (HFF-335),  Bureau  of 

B  Why  Significant:  There  is  much  consumer  concern  about  the  health  implica-  Foods,  Food  and  Drug 
tions  of  consumption  of  sucrose  and  corn  syrup.  Administration,  330 

C.  Regulatory  Analysis  Not  required.  Independence  Avenue.  S.W., 


Decision  quailer 


Final  Rule  Apnl-June  1980 


Proposed  Rule  October- 
December  1979 


Proposed  Rule  January-March 
1980. 


Final  Rule  January-March  1980 


Proposed  Rule  April-June  1980 


Proposed  Rule  Oclober- 
December  1979. 


Proposed  Rule  October- 
December  1979. 


Proposed  Rule  October  - 
December  1979 
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D  Need:  To  re-evaluate  the  safety  of  all  GRAS  ingredients.  Washington.  D.C.  20201. 

E.  Legal  Basis:  Sections  20t(s),  409,  701(a),  52  Stat.  1055  (21  U  S.C.  321(s),  (202)  472-4750 

348,  371(a))  of  the  Federal  Food,  Drug,  and  Cosmetic  Act. 

F.  Chronology:  This  proposed  rule  is  currently  under  review. 


FDA  48— Optional  Ingredient  Labeling  Re-  A.  Description:  This  proposed  rule  would  revise  certain  food  standards  to  re¬ 
garding  Certain  Food  Standards  quire  that  all  optional  ingredients  be  labeled  in  accord  with  21  CFR  101. 

8.  Why  Significant:  There  is  substantial  public  interest  in  having  all  optional 
ingredients  properly  labeled. 

C.  Regulatory  Analysis:  Decision  pending  on  completion  of  preliminary  study. 

D  Need:  To  promote  honesty  and  fair  dealing  in  the  interest  of  consumer. 

E.  Legal  Basis:  Sections  401,  701(e),  52  Stat.  1046,  as  amended;  70  Slat 
919,  as  amended  (21  U.S.C.  341,  371(e))  of  the  Federal  Food,  Drug,  and 
Cosmetic  Act. 

F.  Chronology:  The  proposed  rule  is  currently  under  review. 

FOA  49— National  Shellfish  Safety  Program ...  A  Description:  A  notice  to  withdraw  the  proposed  National  Shellfish  Safety 

Program  regulation  and  a  proposal  to  continue  the  voluntary  National  Shell¬ 
fish  Program. 

B.  Why  Significant:  An  improved  voluntary  National  Shellfish  Program  would 
help  ensure  the  safety  and  wholesomeness  of  shellfish  harvested  in  waters 
of  participating  states 

C.  Regulatory  Analysis:  Not  required 

D.  Need:  To  improve  the  voluntary  National  Shellfish  Program. 

E.  Legal  Basis:  Sections  402,  403,  701(a),  Pub.  L.  717;  52  Stat.  1046-1048, 
1055,  as  amended  (21  U.S.C.  342,  343,  371(a))  of  the  Federal  Food.  Drug, 
and  Cosmetic  Act;  Sections  301,  308,  311,  361,  Pub  L.  410;  58  Stat  691, 
693,  703;  74  Stat.  364,  as  amended  (42  U.SC.  241,  242,  243,  246)  of  the 
Public  Health  Service  Act. 

F.  Chronology:  The  proposed  rule  published  on  June  19.  1975  (40  FR  25916). 
The  comment  period  closed  November  13,  1975 


Dr.  Prince  Harrill,  Deputy 
Director.  Division  of  Food 
Technology,  (HFF-411), 
Bureau  ol  Foods  Food  and 
Drug  Administration,  200  C 
Street,  S.W.,  Washington,  D  C 
20204,  (202)  245-1164 


» 

David  Clem.  Shellfish  Sanitation 
Branch,  (HFF-417),  Bureau  of 
Foods,  Food  and  Drug 
Administration,  200  C  Street. 
S.W.,  Washington,  D  C. 

20204,  (202)  245-1557 


Proposed  Rule  January-March 
1980 


Notice  of  Intent/Proposed  Rule 
April-June  1980 


FOA  50— Oietary  Supplement  of  Vitamins  A  Description:  This  proposed  rule  would  establish  a  regulation  for  vitamin/ 
and  Minerals.  mineral  nutritional  supplements  and  the  labeling  requirements. 

B  Why  Significant:  There  is  substantial  public  concern  over  the  possibility  that 
the  availability  of  vitamin  and  mineral  supplements  may  be  in  some  way  re¬ 
stricted  by  this  regulation. 

C.  Regulatory  Analysis:  Not  required. 

D  Need:  To  make  available  products  and  labeling  information  adequate  for 
consumers  to  regulate  their  own  intake  of  vitamins  and  minerals. 

E  Legal  Basis.  Section  201(n),  403  (a)  and  (j).  701  (a)  and  (e).  52  Stat  1041, 
as  amended;  1047-1048,  as  amended  (21  U.S.C.  321(n),  343  (a)  and  (j), 
371  (n)  arid  (e)  of  the  Federal  Food,  Drug,  and  Cosmetic  Act. 

F.  Chronology:  The  proposed  rule  is  currently  under  review 


Or  Allen  Forbes.  Associate 
Director,  Nutrition  and  Food 
Sciences,  (HFF-200),  Bureau 
of  Foods,  Food  and  Drug 
Administration,  200  C  Street, 
S.W.,  Washington,  D  C 
20204,  (202)  245-1561 


Proposed  Rule  January-March 
1980 


FOA  51— Labeling  of  Sodium  and  Potassium  A.  Description :  This  proposed  rule  would  amend  §  105  69  (  foods  used  to  reg- 
Content  of  Foods  ulate  sodium-  and  potassium-intake")  to  change  the  present  mode  of  de- 

clariog  sodium  content  and  to  add  a  description  of  how  potassium  content  is 
also  to  be  declared.  There  shall  also  be  a  new  paragraph  in  §101.17 
("Food  Labeling  Warning  statements")  to  provide  for  warnings  regarding  po¬ 
tassium  content  on  labels  of  some  salt  substitutes 

8  Why  Significant:  There  is  substantial  public  interest  in  and  a  health  need  for 
consumers  being  able  to  regulate  their  own  intake  of  salts. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  give  consumers  an  opportunity  to  regulate  their  intake  of  sodium 
acid  potassium. 

E  Legal  Basis:  Sections  201  (n)  and  (s),  402(a)(2)(c),  403(a).  409(c)(1)(a),  and 
701(a)  (U.S.C.  321  (n)  and  (s).  342(a)(2)(c).  343(a),  348(c)(1)(a).  and  371(a)) 
of  the  Federal  Food,  Drug,  and  Cosmetic  Act. 

F  Chronology:  The  proposed  rule  is  currently  being  drafted  in  the  Bureau  of 
Foods. 


Dr.  Allen  Forbes.  Associate 
Director,  Nutrition  and  Food 
Sciences.  (HFF-200),  Bureau 
of  Foods,  Food  and  Drug 
Administration,  200  C  Street. 
S.W.,  Washington.  D  C 
20204,  (202)  245-1561 


Proposed  Rule  July-Sep’ember 
1980. 


FOA  52— Lead  Acetate 


A  Description:  This  proposed  rule  would  act  upon  a  color  additive  petition  for  Geral  McCowin,  Petitions 


the  use  of  lead  acetate  as  a  hair  color 

B  Why  Significant:  There  is  substantia!  interest  in  determining  whether  the  use 
of  lead  acetate  as  a  hair  color  is  sale  This  touches  upon  other  questions 
regarding  lead  toxicity. 

C  Regulatory  Analysis:  Not  required 

D  Need:  To  determine  whether  lead  acetate  can  safely  be  used  as  a  hair  dye 
ingredient. 

E  Legal  Basis:  Sections  706,  74  Stat  399-403.  as  amended  (21  U.S.C.  376) 
of  the  Federal  Food,  Drug,  and  Cosmetic  Act 

F  Chronology:  The  proposed  rule  is  currently  being  drafted  in  the  Bureau  of 
Foods. 


Control  Branch,  (HFF-334). 
Bureau  of  Foods.  Food  and 
Drug  Administration.  330 
Independence  Avenue.  S  W , 
Washington.  D  C.  20201. 
(202)  472-5690 


Proposed  Rule  January-March 
1980 


FDA  53— CTFA  Cosmetic  Ingred.ent  Diclion-  A.  Description:  This  final  rule  would  finalize  recognition  of  the  CTFA  (Cosmet- 
ary  ic.  Toiletry,  and  Fragrance  Association,  Inc.)  Cosmetic  Ingredient  Dictionary. 

Second  Ed.,  1976,  as  petitioned  by  the  CTFA.  as  a  new  source  of  ingredient 
names  adopted  for  use  in  cosmetic  ingredient  labeling  On  the  initiative  of 
the  FDA,  the  final  rule  also  lists  several  supplements  and  new  editions  of 
other  currently  recognized  compenda  which  are  proposed  for  adoption 

B.  Why  Significant:  FDA  believes  it  to  be  important  that  the  cosmetic  industry 
have  a  uniform  nomenclature  of  cosmetic  ingredients 

C.  Regulatory  Analysis:  Not  required. 

D  Need:  To  provide  industry  with  a  uniform  nomenclature  of  cosmetic  ingredi¬ 
ents. 

E.  Legal  Basis:  Sections  5(c),  6(a).  80  Stat  1298,  1299  (15  U  S.C.  1454,  1455) 
of  the  Fair  Packaging  and  Labeling  Act  and  Sections  701(e).  70  Stat  9’9. 
as  amended  (21  U.S.C.  371(e))  of  the  Federal  Food,  Drug,  and  Cosmetic 
Act. 

F.  Chronology:  The  proposed  rule  published  on  October  28.  1977  (42  FR 
56757).  The  comment  period  closed  on  December  27.  1977. 


H  J  Eiermann,  Director.  Division  Final  Rule  October-December 
of  Cosmetic  Technology.  1979 

(HFF-440).  Bureau  of  Foods, 

Food  and  Drug  Administration. 

200  C  Street.  S  W , 

Washington,  D  C  20204, 

(202)  245-1530 


FDA  54— Bubble  Bath  Products  Warning .  A.  Description:  On  January  28,  1977,  a  notice  was  published  proposing  a  re-  H.  J.  Eiermann.  Director.  Division  Final  Rule  January-March  1980 

quired  caution  statement  on  labels  of  cosmetics  bubble  bath  products  The  of  Cosmetic  Technology, 
caution  statement  was  proposed  in  light  of  many  consumer  complaints  of  (HFF-440),  Bureau  of  Foods, 
rashes  and  genito-urinary  tract  infections  The  term  "bubble  bath  products"  Food  and  Drug  Administration. 
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T mg  Summary  Contact  Decision  quarter 


is  defined  for  the  purpose  of  the  regulation  200  C  Street,  S.W., 

B.  Why  Significant.  There  is  substantial  FDA  interest  in  informing  consumers  Washington,  D.C.  20204, 

of  possible  problems  which  may  occur  while  using  these  products.  (202)  245-1530. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  caution  the  consumers  as  to  possible  problems  which  may  occur 
while  using  these  products. 

E.  Legal  Basis:  Sections  201  (n).  601,  602,  701(a).  52  Stat.  1041,  as  amended; 

1054,  as  amended;  1055  (21  U.S.C.  321(n),  361,  371(a))  of  the  Federal 
Food.  Drug,  and  Cosmetic  Act. 

F.  Chronology:  The  proposed  rule  published  on  January  28,  1977  (42  FR 
5386).  The  comment  period  closed  on  April  29,  1977. 


FDA  55— Procedural  Regulations  for  Cyclic  A.  Description:  This  proposed  rule  would  establish  procedures  and  priorities  Dr.  Bob  Scheuplem,  Chief,  Food  Proposed  Rule  March-June 


Review  ot  Animal  Drugs 


Animal  Additive  Staff  (HFF- 
154),  Bureau  of  Foods,  Food 
and  Drug  Administration,  200 
C  Street,  S.W.,  Washington, 
D  C.  20204,  (202)  472-5760 


for  cyclic  review. 

B  Why  Significant:  The  FDA  believes  it  is  important  that  industry  be  put  on 
notice,  as  to  the  procedures  to  be  followed  and  priorities  to  be  set  regarding 
the  cyclic  review  of  animal  drugs. 

C.  Regulatory  Analysis:  Decision  pending  on  completion  of  preliminary  study. 

D.  Need:  To  set  procedures  and  priorities  for  cyclic  review. 

E.  Legal  Basis:  Sections  512,  701(a),  52  Stat.  343-351  (21  U.S.C.  360,  371(a)) 
of  the  Federal  Food,  Drug,  and  Cosmetic  Act. 

F.  Chronology:  The  proposed  rule  is  currently  being  drafted  in  the  Bureau  of 
Foods. 

FDA  56— Sensitivity  ot  Method _  A.  Description:  This  final  rule  would  establish  criteria  and  procedures  for  evalu-  Bob  Scheuplem,  Chief,  Food  Final  Rule  Juty-Seplember  i960 


ating  assays  for  carcinogenic  residues  in  animal-derived  food. 

B.  Why  Significant:  Industry  needs  guidelines  as  to  what  human  safety  data  is 
required  by  FDA  for  new  animal  drug  approval. 

C.  Regulatory  Analysis:  Yes,  being  conducted. 

D  Need  To  facilitate  a  determination  of  the  safety  of  drugs  intended  for  food 
producing  animals. 

E  Legal  Basis:  Sections  402.  403.  409.  512,  701(a).  706.  52  Stat.  1046-1048, 
as  amended;  1055,  72  Stat.  1785-1788.  as  amended;  74  Stat.  399-403,  as 
amended.  82  Stat.  343-351  (21  U.S.C.  342,  343,  348,  360(b),  371(a).  376) 
of  the  Federal  Food.  Drug,  and  Cosmetic  Act. 

F.  Chronology:  The  proposed  rule  was  published  on  March  20.  1979  (44  FR 
17070).  The  comment  period  closed  on  July  18,  1979.  Notice  of  hearing 
published  on  April  20,  1979  (44  FR  23538).  Hearing  was  held  on  June  4, 
1979. 


Animal  Additive  Staff  (HFF- 
154),  Bureau  of  Foods,  Food 
and  Drug  Administration,  200 
C  Street,  S.W.,  Washington, 
D.C.  20204,  (202)  472-5760 


FDA  57— investigational  Device  Exemptions  ..  A.  Description:  This  regulation  provides  requirements  for  conducting  clinical  in¬ 
vestigations  of  medical  devices  used  with  human  subjects. 

B.  Why  Significant:  The  regulation  will  ensure  that  human  subjects  will  be  ade¬ 
quately  protected  during  clinical  investigations  and  that  the  data  is  the  prod¬ 
uct  ot  adequate  and  well  controlled  studies. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  implement  section  520(g)  of  the  Medical  Device  Amendments  ot 
1976  and  establish  procedures  for  sponsors  to  obtain  an  investigational 
device  exemption,  and  responsibilities  of  institutional  review  boards  and  in¬ 
vestigators  during  the  couise  of  a  clinicai  investigation. 

E.  Legal  Basis:  21  U.S.C.  360j(g). 

F.  Chronology:  Tentative  final  rule  was  published  May  12,  1978  (43  FR 
20726).  The  comment  period  closed  December  5,  1978. 


Joseph  L  Hackett  Investigation 
Devcie  Exemption  Coordinator 
(HFK-403),  Bureau  ol  Medical 
Devices,  Food  and  Drug 
Administration.  8757  Georgia 
Avenue,  Silver  Spring,  MD 
20910,  (301)  427-8162. 


Final  Rule  October -December 
1979. 


FDA  58— Classification  of  Preenactment  De-  A.  Description:  These  regulations  classify  all  medical  devices  marketed  prior  to  Robert  S  Kennedy.  Associate  Final  Rule  April-June  1980 


May  28,  1976  into  three  regulatory  control  categories.  The  classifications 
are  based  on  the  recommendations  of  eight  expert  advisory  panels. 

B.  Why  Significant:  The  classification  regulations  will  determine  the  extent  to 
which  a  device  must  be  regulated  to  assure  its  safety  and  effectiveness. 
The  classification  regulations  advise  manufactuers  whether  their  devices  are 
subject  to  general  controls,  performance  standards,  or  premarket  approval. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  implement  sections  513  (c)  and  (d)  ol  the  Medical  Device  Amend¬ 
ments  ol  1976. 

E.  Legal  Basis:  21  U.S.C  360c  (c)  and  (d). 

F.  Chronology  Final  Regulation  for  Neurological  Devices  published  September 
4,  1979  (44  FR  51726);  propcsed  rules  published:  Cardiovascular,  March  9, 
1979  (44  FR  13284),  comment  period  closed  May  8,  1979;  OB/GYN,  April 
3,  1979  (44  FR  19894),  comment  period  closed  June  4,  1979;  General  Hos¬ 
pital,  August  24,  1979  (44  FR  49844).  comment  period  closed  October  23, 
1979;  Physical  Medicine,  August  28,  1979  (44  FR  50458),  comment  period 
closed  Oclobei  29,  1979;  and  Hematology /Pathology,  September  11,  1979 
(44  FR  52950).  comment  period  closes  November  13,  1979. 


Director  for  Device  Evaluation 
(HFK-400),  Bureau  of  Medical 
Devices,  Food  and  Drug 
Administration,  8757  Georgia 
Avenue.  Silver  Spring,  MD 
20910.  (301)  427-7230. 


FDA  6S— Regulations  to  Require  Premarket  A.  Description:  After  classification  has  been  completed  for  each  Class  III 
Approval  preenactment  device,  section  515(b)  of  the  Medical  Device  Amendments  re¬ 

quires  promulgation  of  regulations  that  call  for  the  submission  of  premarket 
approval  applications. 

B.  Why  Significant:  The  regulations  will  contain  information  on  hazards  from 
use  of  the  device  to  be  eliminated  or  reduced  by  premarket  approval,  and 
the  benefit  to  the  public  from  use  of  the  device. 

C.  Regulatory  Analysis  Decision  pending  on  completion  of  preliminary  study. 

D.  Need:  To  implement  section  515(b)  of  the  Medical  Device  Amendments  ol 
1976. 

E  Legal  Basis:  21  U.S.C.  360e(b). 

F  Chronology  The  proposal  is  currently  being  prepared. 


Keith  Lusted,  Premarket 
Approval  Coordinator  (HFK- 
402),  Bureau  ot  Medical 
Devices,  Food  and  Drug 
Administration,  8757  Georgia 
Avenue,  Silver  Spring,  MD 
20910,  (301)427-8162. 


Proposed  Rule  July-Seplembei 
1980 


FDA  60 — Premarket 
Regulation 


Approval 


Procedural  A.  Description:  This  regulation  will  provide  procedural  requirements  for  submis¬ 
sion  of  premarket  approval  applications,  including  safety  and  effectiveness 
requirements  for  all  Class  III  medical  devices. 

B  Why  Significant:  The  regulation  is  essential  to  ensure  that  FDA  receives 
adequate  information  on  the  safety  and  effectiveness  ot  all  Class  III  devices. 

C.  Regulatory  Analysis:  Decision  pending  on  completion  of  preliminary  study. 

D  Need:  To  implement  section  515  ol  the  Medical  Device  Amendments  of 
1976. 

E.  Legal  Basis  21  U.S.C.  360e. 

F.  Chronology:  The  proposal  is  currently  under  review. 


Keith  Lusted.  Premat  ket 
Approval  Coordinator  (HFK- 
402),  Bureau  ol  Medical 
Devices,  Food  and  Drug 
Administration,  8757  Georgia 
Avenue,  Silver  Spring,  MD 
20910,  (301)  427-8162. 


Proposed  Rule  January-March 
1980. 
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FDA  61— Product  Development  Protocol . 


A  Description:  This  guideline  will  set  forth  suggested  procedures  for.  and  con¬ 
tents  of.  product  development  protocols  to  enable  manufacturers  to  develop 
p'otocols  In  lieu  of  submitting  separte  Investigational  device  exemption,  ap¬ 
plications  (IDEs)  and  premarket  approval  applications  (PMAs). 

B  Why  Significant:  The  POP  procedures  will  be  of  great  assistance  to  the 
rapid  development  of  innovative  devices  because  it  should  be  less,  expen¬ 
sive  than  the  conventional  two-step  investigation  and  premarket  approval 
procedure.  The  POP  procedure  should  be  of  great  assistance  to  the  small 
device  manufacturers. 

C.  Regulatory  Anah/tf*'  Not  required 

D.  Need:  To  implement  section  515(f)  of  the  Medical  Device  Amendments  of 
1976. 

E  Legal  Basis:  21  U.S.C.  360e(f). 


Keith  Lusted,  Premarket 
Approval  Coordinator  (HFK- 
402),  Bureau  of  Medical 
Devices,  Food  and  Drug 
Administration,  8757  Georgia 
Avenue,  Silver  Spring,  MD 
20910,  (30!)  427-8162. 


F  Chronology:  The  notice  is  currently  under  review. 


Notice  of  Intent  April-June  1980 


FDA  62— Performance  Standards  Procedural  A  Deschption:  This  regulation  will  prescribe  the  procedures  by  which  perform- 
Regulation.  ance  standards  will  be  established  developed,  and  promulgated  for  all  Class 

II  medical  devices. 

B.  Why  Significant:  The  regulation  will  reduce  the  risk  to  the  public  of  Class  II 

devices  by  ensuring  that  they  are  manufactured  in  accordance  with  pre¬ 
scribed  standards.  — - 

C.  Regulatory  Analysis:  Not  required. 

0  Need •  To  implement  section  514  of  the  Medical  Device  Amendments  of 
1 976,  and  inform  the  public  how  standards  will  be  established  and  how  they 
may  participate  in  the  standards  setting  process 

E  Legal  Basis:  21  U.S.C.  360d. 

F.  Chronology:  Proposed  rule  was  published  July  25.  1978  (43  FR  32264).  The 
comment  period  closed  November  30,  1978. 


Robert  Cangelosi;  Acting 
Director,  Division  of  General 
Medical  Device  Standards 
(HFK-310),  Bureau  of  Medical 
Devices,  Food  and  Drug 
Administration.  8757  Georgia 
Avenue.  Silver  Spring,  MD 
20910,  (301)  427-7182 


Final  Rule  October-December 
1979 


FDA  63— Voluntary  Standards  Policy  State-  A.  Description:  This  notice  will  set  forth  FDA's  statement  on  voluntary  stand- 
ment  ards  policy  advising  the  public  and  interested  organizations  of  FDA's  strat¬ 

egy  for  the  development  and  assistance  in  voluntary  standards  activities. 

B  Why  Significant:  By  encouraging  the  development  of  voluntary  standards 
government  expenditures  will  be  reduced  because  the  government  will  be 
seeking  the  development  of  standards  through  voluntary  standards  setting 
organizations  and  using  existing  industry  expertise,  in  lieu  of  the  more  costly 
mandatory  standards  approach. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  inform  the  public  of  the  role  of  voluntary  standards  in  the  stand¬ 
ards  development  process. 

E  Legal  Basis:  This  notice  supplements  the  agency's  authority  to  develop 
standards  under  21  U.S.C.  360d. 

F.  Chronology.  The  notice  is  currently  under  review. 

FOA  64-Restncted  Device  Regulation .  A.  Description:  This  regulation  will  establish  a  criteria  lor  manufacturers  to  de¬ 

termine  whether  a  device  is  a  restricted  device  and  thus  subject  to  certain 
labeling  requirements  as  set  forth  in  the  regulation. 

8  Why  Significant:  The  regulation  will  ensure  that  all  restricted  devices  are 
subject  to  uniform  labeling  requirements  Once  the  regulation  becomes  a 
final  rule,  FDA  inspectors  will  have  access  to  manufacturing  files  concerning 
restricted  devices. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need-  To  implement  section  520(e)  of  the  Medical  Device  Amendments  of 
1976  and  adhere  to  the  decision  of  the  Courts  in:  Becton,  Dickinson  and 
Company  v.  FDA.  589  F  2d  1175  (2d  Cir.  1978);  and  In  the  Matter  of  Estab¬ 
lishment  Inspection  of  Porter.  Inc.,  FDA  Appellant.  595  F.2d  84  (1st  Cir. 
1979) 

E.  Legal  Basis:  21  U.S.C  360j(e).  ' 

F.  Chronology:  The  proposal  is  currently  under  review 


Robert  Cangelosi;  Acting  Notice  of  Intent  Oc'oOer- 

Director.  Division  of  General  December  1979. 
Medical  Device  Standards 
(HFK-310),  Bureau  of  Medical 
Devices.  Food  and  Drug 
Administration,  8757  Georgia 
Avenue,  Silver  Spring.  MO 
20910,  (301)  427-7182. 


Michael  Lidsky,  Office  of  ADRP  Proposed  Rule  January-March 
(HFK-70),  Bureau  of  Medical  1980. 

Devices,  Food  and  Drug 
Administration,  8757  Georgia 
Avenue,  Silver  Spring,  MD 
20910,  (301)  427-7114. 


FDA  65  -Mandatory  Experience  Reporting  ..  A.  Description:  The  regulation  will  set  forth  mandatory  reporting  requirements 

for  manufacturers  and  distributors  concerning  devices  wnich  cause  or  could 
cause  deaths  or  injuries,  or  are  the  subject  of  a  corrective  action. 

B.  Why  Significant:  The  regulation  will  provide  greater  patient  orotection  by  en¬ 
suring  that  FDA  receives  information  on  devices  that  are  unsafe  or  ineffec¬ 
tive. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  implement  section  519  of  the  Medical  Device  Amendments  of 
1976  and  enable  FDA  to  monitor  the  safety  of  devices 

E.  Legal  Basis:  21  U.S.C.  360i. 

F.  Chronology:  The  proposal  is  currently  under  review. 


Chester  Reynolds,  Chief,  Device 
Experience  Branch  (HFK- 
125);  Bureau  of  Medical 
Devices;  Food  and  Drug 
Administration.  8757  Georgia 
Avenue;  Silver  Spring.  MD 
20910;  (301)  427-8100. 


Proposed  Rules  January-March 

1980 


FDA  66— Maximum  Residue  Limits  for  Ethyl-  A.  Description  This  regulation  will  impose  residue  limits  on  the  use  of  ethyiene 
ene  Oxide,  Ethylene  Chlorhydrin,  and  Eth-  oxide  as  a  sterilant  for  certain  drugs  and  devices  by:  (1)  Establishing  maxi- 
ylene  Glycol.  mum  residue  limits  for  ethylene  oxide  and  its  two  major  reaction  products; 

and  (2)  Maximum  daily  levels  of  exposure  for  drug  products  for  ehtylene 
oxide  and  its  two  major  reaction  products. 

B  Why  Significant:  The  regulation  addresses  an  issue  of  substantial  public  in¬ 
terest  and  controversy— the  continued  use  of  ETO  at  the  levels  of  use  pro¬ 
posed  by  FDA. 

C.  Regulatory  Analysis:  Decision  pending  on  completion  of  preliminary  study. 

D.  Need:  To  develop  safe  levels  of  use  lor  ethylene  oxide,  edhylene  chlorhy¬ 
drin,  and  ethylene  glycol. 

E.  Legal  Basis:  21  U.S.C.  351,  355,  356.  367,  360b,  360c.  360k,  371(a) 


Carl  Bruch,  Deputy  Associate 
Director  for  Device  Evaluation 
(HFK-400),  Bureau  of  Medical 
Devices.  Food  and  Drug 
Administration,  8757  Georgia 
Avenue.  Silver  Spring,  MD 
20910  (301)  427-7230. 


Tentative  Final  Rule  Date  of 
Publication  Not  Yet 
Determined 
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FDA  67— Calitom-a  Application  for  Exemption 
from  Preemption 


FDA  66— Applications  foi  Exemption  from 
Preemption  for  State  and  Local  Hearing 

Ard  Requirements 


FDA  69— Additional  Applications  tor  Exemp¬ 
tion  from  Piec-mption  tor  State  and  Local 
Hearing  A.o  Requirements. 


FDA  70— Recommendations  for  State  and 
Local  Agencies  Concerning  Accidental  Ra¬ 
dioactive  Contamination  ot  Human  Food 
end  Arumal  Feeds 


FDA  71— Recommendations  for  National 
Standards  for  Medical  Radiation  Technolo¬ 
gists 


FDA  72— Recommendations  on  Exposures 
from  Diagnostic  X-Ray  Examinations 


FDA  73— Recommendations  tor  Referral  Cri¬ 
teria  tor  Dragnost  c  Radiological  Examina¬ 
tions. 


F.  Chronology.  Proposed  rule  was  published  June  23.  1978  (43  FR  27474) 
The  comment  period  closed  August  22,  1978. 

A  Description:  This  regulation  will  set  forth  which  provisions  of  California's 
medical  device  laws  are  exempted  from  preemption  and  which  laws  are  not 
preempted  (i.e.,  no  Federal  law  currently  exists). 

B  Why  Significant:  This  regulation  will  have  an  impact  on  California  s  compre¬ 
hensive  program  for  the  regulation  of  medical  devices. 

C  Regulatory  Analysis  Not  required. 

D.  Need  To  respond  to  the  petition  submitted  by  the  State  of  California  as 
required  by  section  521(b)  of  the  Medical  Device  Amendments  ot  1976. 

E  Legal  Basis.  21  U.S.C.  360k 

F.  Chronology:  Tentative  final  rule  was  published  April  3,  1979  (44  FR  19438) 
The  comment  period  closed  June  4,  1979. 

A  Description.  This  regulation  responds  to  19  state  applications  for  exemption 
from  preemption  lor  hearing  aid  requirements. 

B.  Why  Significant.  This  regulation  will  determine  whether  19  states  may  con¬ 
tinue  their  regulation  ot  the  sale  of  hearing  aids. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  respond  to  the  19  state  petitions  as  required  by  section  521(b)  of 
the  Medical  Device  Amendments  ot  1976 

E  Legal  Basis  21  U.S.C.  360k. 

F.  Chronology:  Proposed  rule  was  published  July  28,  1978  (43  FR  33180).  The 
comment  period  closed  September  26,  1978 

A.  Description:  This  regulation  responds  to  two  additional  state  applications  tor 
exemption  from  preemption  for  hearing  aid  requirements. 

B  Why  Signilicant  This  regulation  will  determine  whethei  two  states  may  con¬ 
tinue  their  regulation  ot  the  sale  ot  hearing  aids. 

C  Regulatory  Analysis  Not  required. 

D.  Need  To  respond  to  two  additional  state  petitions  as  required  by  section 
521(b)  ot  the  Medical  Device  Amendments  ot  1976. 

E  Legal  Basis:  21  U.S.C.  360k. 

F.  Chronology.  Proposed  rule  was  published  April  13,  1979  (44  FR  22119) 
The  comment  period  closed  June  12,  1979. 

A  Description  The  recommendations  would  consist  ot  Protective  Action 
Guides  (PAGs)  defined  as  the  projected  radiological  dose  equivalent  or 
dose  commitment  to  individuals  in  the  general  population  that  warrants  pro¬ 
tective  action  following  a  release  of  radioactive  mater, al.  The  Department  of 
Health.  Education,  and  Welfare  was  assigned  agency  responsibility  for  this 
task  in  the  Federal  Register  of  December  24,  1975  (40  FR  59494)  by  the 
Federal  Preparedness  Agency,  General  Services  Administration.  Within 
HEW,  this  function  has  been  delegated  to  the  Commissioner  of  Food  and 
Drugs. 

B.  Why  Significant.  Piovdes  guidance  Allowing  radiological  incidents,  includ¬ 
ing  nuclear  power  plant  accidents 

C  Regulatory  Analysis  Not  required 

D.  Need:  To  develop  necessary  guidance  undei  responsibility  assigned  by 
Federal  Preparedness  Agency 

E.  Legal  Basis:  Federal  Preparedness  Agency  Notice  in  40  FR  59494  and 
Public  Health  Service  Act,  42  U.S.C  241,  242o  243. 

F  Chronology:  Proposed  rule  published  on  December  15,  1978  (43  FR 
58790)  Comment  period  closed  on  February  13,  1979. 

A  Description  The  Notice  of  Intent  announced  that  the  Bureau  ot  Radiologi 
cal  Health  will  be  establishing  recommended  qualifications  tor  medical  radi¬ 
ation  technologists  The  Notice  solicited  professional  and  public  input  about 
existing  practices  of  credenliaiing,  the  need  tor  uniform  national  standards, 
and  possible  approaches  for  ensuring  that  all  medical  radiation  technolo¬ 
gists  demonstrate  a  certain  level  cf  competence  in  conducting  medical  radi¬ 
ation  examinations 

B  Why  Significant.  The  issue  concerns  a  matter  or  which  there  is  substantial 
public  interest  as  evidenced  by  the  more  than  500  comment  letters  received 
on  the  Notice  ot  Intent 

C  Regulatory  Analysis:  Not  required 

D.  Need.  Medical  radiation  technologists  exercise  considerable  influence  over 
patient  exposure  Curing  radiological  procedures  and  so  criteria  for  their  cre- 
dentiating  are  essential. 

E  Legal  Basis  Pub'ic  Health  Service  Act,  42  U.S.C.  241,  243,  263d 

F.  Chronology  Notice  of  intent  published  on  March  13,  1979  (44  FR  14637). 
Comment  period  closed  on  July  11,  1979. 


Joseph  M.  Sheehan,  Office  of 
ADRP  (HFK-70).  Bureau  ot 
Medical  Devices.  Food  and 
Drug  Administration,  8757 
Georgia  Avenue.  Silver  Spring. 
MD  20910,  (301)427-7114. 


Joseph  M.  Sheehan.  Office  ot 
ADRP  (HFK-70),  Bureau  ot 
Medical  Devices.  Food  and 
Drug  Administration,  8757 
Georgia  Avenue,  Silver  Spring, 
MD  20910,  (301)427-7114 


Joseph  M  Sheehan,  Legal 
Associate.  Office  of  ADRP 
(HFK-70),  Bureau  ot  Medical 
Devices.  Food  and  Drug 
Administration,  8757  Georgia 
Aver.ue,  Silver  Spring,  MD 
20910,  (301)427-7114 


Gail  D.  Schmidt.  Standards  and 
Regulations  Branch  (HFX- 
460)  Bureau  of  Radiological 
Health,  Food  and  Drug 
Administration,  5600  Fishers 
Lane.  Rockville,  MD  20857, 
(301)  443-3426 


Charles  P.  Froom,  Standards 
and  Regulations  Branch 
(HFX-460),  Bureau  of 
Radiological  Health,  Food  and 
Drug  Administration,  5600 
Fishers  Lane,  Rockvlle,  MD 
20857,  (301)  443-3426 


A  Description:  There  exists  a  considerable  range  in  the  entrance  skin  expo¬ 
sure  and  the  resulting  orgar  doses  foi  the  same  x-ray  procedure  conducted 
at  different  medical  facilities  and  often  within  the  same  facility.  Radiation  ex¬ 
posure  recommendations  are  being  investigated  that  will  permit  radiologists, 
radiation  protection  personnel,  and  others  to  evaluate  exposure  values  used 
m  a  given  facility  Following  the  analysis  of  (tie  comments  generated  by  the 
Notice  of  inquiry,  a  program  decision  will  bo  made  as  to  the  course  of  action 
the  Bureau  will  pursue 

B.  Why  Significant:  The  recommendations  could  have  a  great  Impact  on  re¬ 
ducing  human  exposure  from  medical  x-ray  examinations  which  accounts  for 
ninety  percent  of  public  exposure  to  man-made  ionizing  radiation. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  This  recommendation  will  encourage  facilities  which  are  detivenng 
excessive  exposures  compared  to  the  usual  exposures  tor  specific  examina¬ 
tions  to  reevaluate  their  procedures  and  lower  their  exposures 

E.  Legal  Basis:  Public  Health  Service  Act,  42  U.S.C.  263d. 

F.  Chronology:  Notice  of  inquiry  published  on  August  17,  1979  (44  FR  48354). 
Comment  period  closes  on  December  17, 1979. 


Raymond  F.  Coakley,  Jr., 
Standards  and  Regulations 
Branch  (HFX-460),  Bureau  ot 
Radiological  Health,  Food  and 
Drug  Administration,  5600 
Fishers  Lane,  Rockville,  MD 
20857,  (301)  443-3426. 


A.  Description:  An  often  cited  reason  for  the  overuse  of  diagnostic  radiological  Robert  A.  Phillips.  Standards 
examinations  is  the  lack  ot  referral  criteria  for  specific  examinations.  The  and  Regulations  Branch 

National  Conference  on  Referral  Criteria  for  X-Ray  Examinations  addressed  (HFX-460),  Bureau  ot 

this  problem.  One  ol  the  most  important  recommendations  resulting  from  Radiological  Health,  Food  ard 
the  Conference,  publicly  ratified  by  the  Commissioner,  was  that  which  estab-  Drug  Administration,  6600 


Decision  quarler 


Final  Rule  January-March  i960 


Final  Rule  October -December 
1979. 


Final  Rule  April-June  (980 


Final  Rule  May- July  1980 


Proposed  Rule  June-August 
1980. 


Proposed  Rule  October- 
December  1981 


Notice  ot  intent  July-Sepiembor 
1980. 
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fished  the  Government  as  a  facilitator  in  the  cooperative  medical  profession¬ 
al  organizations.  The  purpose  of  this  announcement  is:  (1)  To  state  FDA's 
intent  to  facilitate  the  development  of  referral  criteria  through  expert  panels 
of  physicians,  grants,  and  contracts,  (2)  To  provide  a  fisting  of  candidate  ra¬ 
diological  (including  nuclear  medicine)  examinations:  and  (3)  To  announce 
means  through  which  public  participation  in  the  process  can  be  assured. 

B.  Why  Significant  These  recommendations  should  sharply  reduce  the  use  of 
diagnostic  x-ray  procedures  in  those  circumstances  where  experience  has 
shown  that  such  examinations  do  not  significantly  improve  the  patient's  re¬ 
covery  from  disease  or  injury. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  reduce  human  exposure  to  medical  x-ray  in  those  instances 
where  no  significant  medical  benefit  would  result. 

E  Legal  Basis:  Public  Health  Service  Act,  42  U.S.C.  241,  242.  243. 

F.  Chronology:  The  notice  is  currently  under  development 

A.  Description:  To  prescribe  safe  and  effective  conditions  of  use  for  neomycin 
containing  animal  drugs. 

B.  Why  Significant:  This  proposal  would  require  the  submission  of  new  animal 
drug  applications  containing  adequate  date  to  establish  the  safe  and  effec¬ 
tive  conditions  of  use  for  new  animal  drugs  in  food  producing  animals 

C.  Regulatory  Analysis:  Not  required. 

D  Need  Additional  data  are  required  for  safety  of  residues  of  neomycin. 

E.  Legal  Basis:  Sections  512,  701(a),  52  Stat.  1055,  82  Stat.  343-351  (21 
U.S.C.  360b,  371(a)). 

F.  Chronology:  Notice  of  Proposed  Rulemaking  in  preparation. 

A.  Description:  To  amend  21  CFR  510  450  setting  out  prescribed  requi'ements 
for  studies  to  establish  safe  and  effective  conditions  of  use  for  su'fornamide 
containing  drugs  in  food  producing  animals. 

B  Why  Significant:  All  sponsors  of  sulfornamide  containing  drugs  for  use  in 
food  producing  animals  will  be  required  to  submit  adequate  information  ot 
establish  safe  and  effective  conditions  of  use  including  tolerances  for  safe 
residues  in  the  edible  products. 

C.  Regulatory  Analysis:  Decisions  pending  on  completion  of  preliminary  study. 

D.  Need:  Data  currently  available  is  not  adequate  to  establish  safe  tolerances 
for  residues  ot  sulfonamide  drugs  in  edible  products  of  food  producing  ani¬ 
mals. 

E.  Legal  Basis  Sections  512,  701(a),  52  Stat  1055,  82  Stat  343-351  (21 
U.S.C.  360b,  371(a)). 

F.  Chronology:  21  CFR  510.450  was  initially  promulgated  October  23,  1970 
(35  FR  16538).  It  was  amended  to  require  interim  studies  on  July  22,  1974 
(39  FR  26633). 

FDA  76— Medicated  Feed  Task  Force  Impte-  A.  Description:  Amends  the  regulations  to  provide  revised  criteria  tor  the  need 
mentation.  of  an  approved  medicated  feed  application  for  the  manufacture  of  medicat- 

,  ed  feeds. 

B.  Why  Significant:  This  proposal  would  materially  change  the  current  require¬ 

ments  for  approval  for  the  use  of  drugs  in  the  manufacture  of  medicated 
feeds.  , 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  The  proposal  would  establish  sound  and  consistent  criteria  for  ap¬ 
proval  of  medicated  feed  applications. 

E.  Leoal  Basis:  Secs  512,  701(a),  52  Stat,  1055,  82  Stat  343-351  (21  U.S.C. 
3600,  371(a)). 

F.  Chronology:  Revised  feed  definitions  proposed  January  17,  1978  (43  FR 
2526).  Task  Force  Report  made  available  by  FR  Notice  December  15,  1978 
(43  FR  58634).  FEDERAL  Register  of  March  6,  1979  (44  FR  12208)  de¬ 
ferred  action  on  definitions  proposal  to  become  a  part  of  the  Medicated 
Feed  Task  Force  implementation. 

FDA  77— Teat  Dips .  A.  Description:  To  establish  a  regulation  prescribing  data  requirements  to  es¬ 

tablish  safe  and  effective  use  of  teat  dips  in  the  dairy  industry. 

B.  Why  Significant:  The  regulation  will  require  that  all  articles  offered  for  use 
as  teat  dips  are  new  animal  drugs"  and  will  require  that  they  be  the  subject 
of  an  approved  new  animal  drug  application. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  Such  products  have  been  shown  not  to  be  safe  and  effective  for  this 


FDA  74— Neomycin  Containing  Animal  Drugs 


FDA  75— Sulfonamide  Containing  Animal 
Drugs, 


Fishers  Lane,  Rockville,  MD 
20857. 


Dr.  Charles  E.  Haines,  Division  Proposed  Rule  April-June  1980 
Of  Drugs  for  Swine  and  Minor 
Species  (HFV-138),  Bureau  of 
Veterinary  Medicine.  Food  and 
Drug  Administration,  5600 
Fishers  Lane.  Rockville,  MD 
20857,  301-443-3410. 


Or.  Emilio  E.  Viera,  Division  of  Proposed  Rule  Aprii-June  1980. 

Drugs  for  Swine  and  Minor 
Species  (HFV-138),  Bureau  of 
Veterinary  Medicine,  Food  and 
Drug  Administration,  5600 
Fishers  Lane,  Rockville,  MD 
20857,  301-443-3410. 


Dr.  Robert  P.  Schmid,  Division  Proposed  Rule  April-June  1980. 
of  Animal  Feeds  (HFV-224), 

Bureau  of  Veterinary 
Medicine,  Food  and  Drug 
Administration,  5600  Fishers 
Lane,  Rockville,  MD  20857, 

301-443-3390. 


Dr.  Howard  Meyers,  Division  of  Final  Rule  Juiy-September  1980. 
Surveillance  (HFV-214), 

Bureau  of  Veterinary 
Medicine,  Food  and  Drug 
Administration,  5600  Fishers 
Lane,  Rockville.  MD  20857, 

301-443-1846. 


E.  Legal  Basis:  Sections  512,  701(a),  52  Stat  1055,  82  Stat.  343-351  (21 
U  S.C.  360b,  371(a)). 

F.  Chronology:  A  notice  of  proposed  rulemaking  issued  in  tne  Federal  Regis¬ 
ter  of  August  9,  1977  (42  FR  40217).  Comment  period  closed  on  March 
10,  1978. 


FDA  78— Animal  Drugs  for  Minor  Species .  A.  Descnption:  To  modify  the  safety  and  effectiveness  requirements  for  ap¬ 

proval  of  new  animal  drug  applications  for  use  of  a  drug  in  a  minor  species 
or  the  minor  use  of  a  drug  in  a  major  species. 

B.  Why  Significant:  To  assure  the  availability  ot  new  animal  drugs  for  use  in 
minor  species  or  tor  a  minor  use  in  a  major  species. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  Because  of  little  economic  incentive  to  drug  manufacturers.  Under 
current  criteria  few  drugs  have  been  approved  for  use  in  minor  species. 

E.  Legal  Basis:  Sections  512,  701(a).  52  Stat.  1055,  82  Stat.  343-351  (21 
U.S.C.  360b,  371(a)). 

F.  Chronology:  A  notice  of  proposed  rulemaking  issued  in  the  Federal  Regis¬ 
ter  of  July  20,  1979  (44  FR  42714).  Comment  period  closed  on  October 
19.  1979. 

FDA  79— Sterility  and  Pyrogoncity  of  Animal  A.  Description:  To  amend  the  current  good  manufacturing  practice  regulations 
Drugs  for  injectable  animal  drugs  to  require  that  they  be  sterile  and  free  of  extrin¬ 

sic  pyrogenic  material. 

B-  Why  Significant:  May  require  firms  currently  manufacturing  such  drugs  to 
revise  and  update  manufacturing  facilities 

C.  Regulatory  Analysis:  Decision  pending  on  completion  of  preliminary  study. 


Dr.  Thomas  V.  Raines,  Division 
of  Drugs  for  Avian  Species 
(HFV-149),  Bureau  of 
Veterinary  Medicine,  Food  and 
Drug  Administration,  5600 
Fishers  Lane,  Rockville,  MD 
20857,  301-443-4913. 


Ms.  Pat  Cushing.  Division  of 
Compliance  (HFV-234), 
Bureau  of  Veterinary 
Medicine,  Food  and  Drug 
Administration,  5600  Fishers 
Lare,  Rockv-lie,  MD  20857, 


Final  Rule  April-June  1980 


Notice  of  Proposed  Rulemaking 
October-December  1980. 
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D.  Need:  Parenteral  drugs  that  are  not  sterile  and  free  of  extrinsic  pyrogenic 
material  are  potentially  unsafe  for  such  use. 

E.  Legal  Basis  Sections  501,  502,  512,  701(a)  52  Stat.  1049-1053  as  amend¬ 
ed,  1055  82  Stat.  343-351  (21  U.S.C.  351,  352,  360b,  371(a)). 

F  Chronology  A  notice  of  intent  was  published  in  the  Federal  Register  of 
December  15,  1978  (43  FR  58591)  Comment  penod  closed  on  June  13. 
1979. 

301-443-3460. 

FDA  80— Approval  of  Supplemental  New 
Animal  Drug  Applications 

A.  Description:  Conditions  are  set  forth  under  which  a  supplemental  new 
animal  drug  application  may  be  approved  with  or  without  a  complete  reeva- 
luation  of  all  safety  and  effectiveness  data  in  the  parent  application. 

B.  Why  Significant:  The  regulation  constitutes  a  change  in  agency  policy  re¬ 
garding  such  approvals. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  The  regulation  will  facilitate  approval  of  minor  changes  m  approved 
applications  including  improving  safety  and  effectiveness  of  the  drug  on  an 
expeditious  basis. 

E.  Legal  Basis  Sections  512,  701(a),  52  Stat  1055,  82  Stat.  343-351  (21 
U.S.C.  360b,  371(a)). 

F  Chronology:  Notice  of  intent  published  November  12,  1976  (41  FR  50003) 
and  notice  of  proposed  rulemaking  on  December  23,  1977  (42  FR  64367). 
Comment  period  closed  on  March  23, 1978. 

John  R.  Markus.  Chief  Chemist, 
Scientific  Evaluation,  (HFV- 
104),  Bureau  of  Veterinary 
Medicine.  Food  and  Drug 
Administration,  5600  Fishers 
Lane,  Rockville.  MD  20857. 
301-443-4313. 

Final  Rule  October-December 
1979 

FDA  81— Prohibited  Substances.  Deodorizer 
Distillates. 

A.  Description:  The  regulation  would  prohibit  the  use  of  deodorizer  distillate 
substances  in  animal  feed. 

B  Why  Significant:  Such  substances  have  been  implicated  in  the  contamina¬ 
tion  of  animal  feed  resulting  in  the  destruction  ot  contaminated  food  produc¬ 
ing  animals. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  Deodorizer  distillate  substances  contain  concentrated  pesticide  and 
other  chemical  residues  from  their  application  tq  growing  crops. 

E.  Legal  Basis.  Sections  201(g).  402.  409.  701(a),  52  Stat  1046-1047  as 
amended  1055.  72  Stat.  1784-1788  as  amended  (21  U.S.C.  321(s),  342. 
348,  371(a)). 

F  Chronology  Notice  of  Proposed  Rulemaking  published  September  9.  1975 
(40  FR  41797).  Comment  period  closed  on  December  10,  1975. 

John  R.  McDowell,  Division  of 
Animal  Feeds  (HFV-222), 
Bureau  of  Veterinary 

Medicine.  Food  and  Drug 
Administration,  5600  Fishers 
Lane,  Rockville,  MD  20857, 
301-443-5362 

Tentative  Final  Rule  October- 
December  1980. 

Office  of  Human  Development  Services 

Title 

Summary 

Contact 

Decision  quarter 

HDS-1— Grants  lor  State  and  Community  A.  Description:  This  regulation  would  revise  existing  regulations  to  clarity  cur- 
Programs  and  Aging.  General  Rules  rent  policies  and  consolidate  the  requirements  for  multipurpose  seniiof  cen¬ 

ters,  social  services  and  nutrition  services  provided  through  state  and  area 
agencies  on  aging  The  regulation  would  also  specify  the  requirements  for 
the  long-term  care  omhbudsman  program  and  implement  other  changes. 

B  Why  Significant  This  regulation  would  provide  the  framework  for  developing 
comprehensive  and  coordinated  systems  for  social  service  and  congregate 
and  home  delivered  nutrition  services.  Preference  would  be  given  to  those 
older  persons  with  the  greatest  economic  or  socciat  needs. 

C  Regulatory  Analysis  Not  required. 

D  Need:  To  implement  the  1978  Amendments  to  the  Older  Americans  Act. 

E.  Legal  Basis.  42  U.S.C.  3001  et  seq. 

F.  Chronology  Notice  of  Decision  to  Regulate  was  published  on  January  31, 
1980  (44  FR  6155).  Notice  of  Proposed  Rulemaking  was  published  on  July 
31,  1979  (44  FR  45032)  The  comment  period  closed  on  October  1,  1979. 


Fred  Luhman,  Chief,  Div.  of 
State  &  Community  Programs. 
Room  4748  HEW  North  Bldg.. 
330  Independence  Ave ,  S.W., 
Washington,  O.C.  (202)  472- 
3057. 


Final  Rule  January-March  1980 


HDS-2— Grants  to  Indian  Tnbal  Orgamza-  A.  Description  This  regulation  would  establish  procedures  for  eligible  Indian 
tions  for  Social  and  Nutrition  Services:  tribal  organizations  to  apply  for  grants  to  provide  social  and  nutrition  serv- 
General  Rules.  ices  to  Indians  age  60  and  older. 

B.  Why  Significant.  This  is  a  new  program  which  would  result  in  increased 
social  and  nutrition  services  for  older  Indians. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  implement  the  provisions  of  Title  VI  of  the  Older  Americans  Act, 
as  amended 

E.  Legal  Authority:  42  U.S.C.  3057. 

F.  Chronology:  Notice  of  Decision  to  Regulate  was  published  on  January  31, 
1979  (44  FR  6155). 


Fran  Holland,  Aging  Piogram 
Specialist,  Administration  on 
Aging,  Room  4748  HEW 
North  Bldg.,  330 
Independence  Ave.,  SW, 
Washington,  D  C.  20201, 
(202)  472-3058. 


Proposed  Rule  December  1979. 


HDS-3— Vocational  Rehabilitation  and  Inde-  A.  Description:  This  regulation  would  revise  existing  regulations  to  clarify  cur- 
pendent  Living  Programs  General  Rules.  rent  policies  and  implement  new  program  authorities  including  vocational  re¬ 
habilitation  services  to  Indian  tribes  and  independent  living  services. 

B.  Wy  Significant:  This  regulation  would  change  the  State  Pian  requirements 
and  expand  the  kinds  of  services  available  to  handicapped  individuals. 

C.  Regulatory  Analysis  Not  required. 

D.  Need:  To  implement  the  1978  Amendments  to  the  Rehabilitation  Act  of 
1973. 

E.  Legal  Basis.  42  U.S.C.  3001  et  seq 

F.  Chronology:  Notice  of  Decision  to  Regulate  was  published  on  January  31, 
1980  (44  FR  6155).  Notice  of  Proposed  Rulemaking  was  published  in  July 
31,  1979  (44  FR  45032).  The  comment  period  closed  on  October  1,  1979. 


Harold  F.  Shay,  Director,  Div.  of  Proposed  Rule — December  1979 
Manpower  Development, 

Rehabilitation  Services 
Administration,  Room  3321 
M.E.  Switzer  Bldg.,  330  C 
Street,  S.W.,  Washington.  D.C. 

20201  (202)  245-0079. 


HDS-4— Developmental  Disabilities  Program: 
General  Rules. 


A.  Description  This  regulation  would  revise  existing  regulations  to  clarify  cur¬ 
rent  policies  and  implement  changes  in  the  following  areas:  Definition  of  de¬ 
velopmental  disability;  rights  of  the  developmentally  disabled;  protection  and 
advocacy  systems;  state  planning  councils;  the  state  plan;  allotments;  and 
special  project  grants. 

B.  Why  Significant  This  regulation  would  change  the  state  plan  requirements 
and  concentrate  funds  on  a  limited  number  of  priority  service  areas  for  the 
developmentally  disabled. 

C.  Regulatory  Analysis  Not  required. 

D.  Need:  To  implement  the  1978  Amendments  to  the  Developmental  Disabil¬ 
ities  Assistance  and  Bill  of  Rights  Act. 

E.  Legal  Basis  42  U.S.C.  6008. 

F.  Chronology:  None. 


Ms.  Marjorie  H.  Kirkland,  Bureau  Proposed  Rule— December  1979. 
of  Developmental  Disabilities, 

Rehabilitation  Services 
Administration.  Room  3070 
M.E.  Switzer  Bldg.,  330  C 
Street,  S.W.,  Washington,  D  C. 

20201,  (202)  245-0335 
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HDS-5— Social  Service  Programs:  Consol!-  A.  Description:  This  regulation  would  specify  the  procedures  for  application 
dated  Grants  to  Insular  Areas.  and  use  of  a  single  grant  award  consolidating  the  formula  grant  funds  avail¬ 

able  for  social  services  to  the  Insular  Areas  under  Titles  I,  IV-A.  IV-B,  X, 
XIV.  XVI  and  XX  of  the  Social  Security  Act. 

B.  Why  Significant:  This  regulation  will  allow  the  Insular  Areas  greater  flexibility 
,  ,  ..  for  setting  social  services  priorities  and  in  responding  to  the  needs  of  their 

i ,  populations. 

C  Regulatory  Analysis-  Not  required. 

D.  Need:  To  implement  a  1977  Amendment  to  the  Omnibus  Territories  Act 

E.  Legal  Basis:  48  U.S.C.  1469(a). 

F.  Chronology:  None. 


William  F  Renahan,  Program 
Analyst,  Div.  of  Policy 
Coordination.  Offc  of  Human 
Development  Services,  Room 
334F.4,  H.H.  Humphrey  Bldg . 
Washington,  D.C.  20201, 
(202)  245-2874. 


Proposed  Rule— December  1979 


HDS-6 — Native  American  Program:  General  A.  Description:  This  regulation  would  simplify  and  clarify  existing  regulations 
Rules.  and  implement  significant  changes  in  policies  and  operation  to  reflect  expe¬ 

rience  in  operating  the  program. 

B.  Why  Significant:  The  Native  American  Grants  provide  valuable  resources  to 
Native  Americans  in  their  efforts  to  achieve  economic  surd  social  self-suffi¬ 
ciency. 

C.  Regulatory  Analysis.  Not  required. 

D.  Need:  Regulations  are  needed  to  provide  detailed  requirements  for  the  re¬ 
ceipt  and  use  of  grants  under  the  Native  Americans  Program  Act  of  1974. 

E.  Legal  Basis:  42  U.S.C.  2991. 

F.  Chronology:  None. 

HDS-7— Child  Abuse  and  Neglect  Prevention  A.  Description:  This  regulation  will  implement  statutory  amendments  to  the 
and  Treatment  Program:  Genaral  rules.  Child  Abuse  Prevention  and  Treatment  Act.  which  provides  descretionary 

grants  for  demonstration  and  service  projects  and  research  projects  to  pri¬ 
vate,  nonprofit  organizations.  In  addition,  it  provides  special  grants  to  States 
who  meet  the  eligibility  criteria  for  child  abuse  prevention  and  treatment  pro¬ 
jects. 

B.  Why  Significant:  This  regulation  will  revise  the  definition  of  child  abuse  and 
neglect  to  include  sexual  abuse  and  sexual  exploitation  as  required  by  the 
statute.  This  will  broaden  the  scope  of  services  provided  by  the  Act. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  To  implement  the  Child  Abuse  Prevention  and  Treatment  and  Adop¬ 
tion  Reform  Act  of  1978. 

E.  Legal  Basis:  42  U.S.C.  5101  et  seq. 

F.  Chronology:  Notice  of  Decision  to  Regulate  was  published  on  September  8, 
1978  (43  FR  39593). 

A.  Description:  This  regulation  will  revise  the  existing  regulation  to  require  the 
States  to  jointly  develop  with  the  Department  current  State  plans  for  the  de¬ 
livery  of  child  welfare  services.  In  addition,  this  revision  will  separate  the 
Title  IV-B  provisions  from  the  Title  IV-A  provision  and  relocate  the  regula¬ 
tion  from  45  CFR  Part  220  to  45  CFR  Part  1355. 

B.  Why  Significant:  The  States  have  not  submitted  new  Title  IV-B  State  plans 
or  amendments  since  1975.  The  planning  process  provided  for  in  the  new 
regulation  wilt  assist  the  States  in  identifying  problems  in  child  welfare  serv¬ 
ices  delivery,  and  planning  for  resolution  of  those  problems  in  a  priority 
order. 

C.  Regulatory  Analysis:  Decision  pending  on  completion  of  preliminary  study. 
D  Need:  The  regulation  was  written  ten  years  ago  and  is  in  need  of  updating 

and  separation  from  the  IV-A  program  regulation.  This  i3  pad  of  the  Oper¬ 
ation  Common  Sense  program  to  revise  HDS  regulations 

E.  Legal  Basis:  42  U.S.C.  620  et  seq. 

F.  Chronology:  None. 

HDS-9— Work  Incentive  Programs:  relocation  A.  Description:  This  regulation  would  relocate  Part  224  (Work  Incentive  Pro¬ 
to  Chapter  XIII  of  45  CFR.  grams  for  AFDC  Recipients)  from  Chapter  II  of  Title  45  of  the  Code  of  Fed- 

•  eral  Regulations  (CFR)  to  Chapter  XIII  of  45  CFR.  The  regulation  would 

delete  references  to  the  Social  and  Rehabilitation  Service  (an  obsolete 
agency)  and  make  other  technical  changes. 

8.  Why  Significant:  This  regulation  would  not  cause  any  changes  in  the  way  in 
which  this  program  is  operated. 

C.  Regulatory  Analysis:  Not  required  " 

D.  Need:  This  regulation  is  needed  to  consolidate  in  Chapter  XIII  of  45  CFR  all 
regulations  administered  by  the  Office  of  Human  Development  Services. 

E  Legal  Basis:  42  U.S.C.  630  et  seq 

F.  Chronology:  None. 

HOS-tO— Soc-a!  Service  Programs  Under  A.  Description:  This  regulation  would  relocate  Part  220  (Service  Programs  for 
Titles  I.  IV,  X,  XIV,  XVI  (AABD)  and  XX  of  Families  and  Children),  Part  222  (Service  Programs  for  Aged.  Blind  and  Dis- 
the  Social  Security  Act  Relocation  to  abled).  and  Part  228  (Social  Services  Programs  for  Individuals  and  Fami- 
Chapter  XIII  of  45  CFR.  lies),  from  Chapter  II  of  Title  45  of  the  Code  of  Federal  Regulations  (CFR)  to 

Chapter  XIII  of  45  CFR.  The  regulation  would  delete  references  to  the 
Social  and  Rehabilitation  Service  (an  obsolete  agency)  and  make  other 
technical  changes,  but  no  policy  changes  would  be  made. 

B.  Why  Significant:  This  regulation  would  not  cause  any  changes  in  the  way  in 
which  these  programs  are  operated. 

C.  Regulatory  Analysis:  Not  required. 

D  Need:  This  regulation  is  needed  to  consolidate  in  Chapter  XIII  of  45  CFR  all 
regulations  administered  by  the  Office  of  Human  Development  Services. 

E.  Legal  Basis:  42  U.S.C.  1302.  302-303.  1202.  1203,  1352-1353,  1382-1383. 

F.  Chronology:  None. 


HDS-8— Title  IV-B  Child  Welfare  Services: 
General  Rules. 


Casimer  Wichlacz,  Director,  Proposed  Rule— December  1979. 

Policy  Planning  &  Budget 
Division,  Administration  for 
Native  American,  Room  357G. 

H.H.  Humphrey  Bldg..  200 
Independence  Ave.,  S.W., 

20201,  (202)  426-3940 


Frank  Ferro,  Associate  Chief, 
Children's  Bureau, 
Administration  for  Children, 
Youth,  and  Families,  Donohoe 
Bldg.,  Room  2030,  400  6th 
St.,  S.W.,  Washington,  D.C. 
20013,  (202)  755-7418. 


Proposed  Rule— December  1979. 


Frank  Ferro,  Associate  Chief,  Proposed  Rule— January-March 

Children's  Bureau,  1980. 

Administration  for  Children, 

Youth,  and  Families,  Donohoe 
Bldg.,  Room  2030,  400  6th 
St.,  S.W.,  Washington,  D.C. 

20013,  (202)  755-7418. 


Merwin  S.  Hans,  Executive  Final  Ru*e  January-March  1960 
Director,  National  Coordination 
Committee  Work  Incentive 
Program,  Room  5102,  Patrick 
Henry  Bldg  ,  601  D  Street, 

N.W.,  Washington,  D.C. 

20201,  (202)  376-6694 


Johnnie  U.  Brooks,  Director,  Final  RuieJanuary-March  1980 
Office  of  Policy  Control 
Administration  for  Public 
Services,  Room  2225,  Mary  E 
Switzer  Bldg.,  330  C  Street. 

S.W.  Washington,  D.C.  20201 
(202)  245-9415. 


HDS-1 1— Work  Incentive  Program:  New  Pro-  A.  Description:  This  regulation  would  amend  the  Work  Incentive  (WIN)  Pro¬ 
cedures  to  Determine  the  WIN  Sanction  gram  rules  for  Aid  to  Families  with  Dependent  Children  (AFDC)  applicants 
Period.  and  recipients  who  must  register  for  employment  and  training,  and  related 

services.  The  regulation  would  remove  provisions  which  impose  fixed  peri¬ 
ods  of  AFDC  grant .  ineligibility  (sanction  periods)  on  persons  who  are 
de-egistered  from  the  WIN  program  for  failure  or  refusal  to  participate  with¬ 
out  good  cause.  Instead,  this  regulation  would  establish  an  individually  de¬ 
termined  sanction  period  that  is  based  on  the  length  of  time  that  the  person 
refused  to  participate. 

8.  Why  Significant:  During  the  sanction  period,  the  individual  will  not  be  permit¬ 
ted  to  register  in  the  WIN  program  and,  therefore  will  not  be  eligible  for  the 
AFDC  grant 


Mervm  S.  Hans,  Executive  Final  Rule— December  1979. 
Director,  National  Coordination 
Committee  Work  Incentive 
Program,  Room  5102,  Patrick 
Henry  Bldg.,  601  D  Street. 

N.W.,  Wahington.  D.C.  20213. 

(202)  376-6694. 
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Summary 


Contact 


Decision  quarter 


C.  Regulatory  Analysis:  Not  required. 

D.  Need:  This  regulation  is  necessary  to  comply  with  a  U.S.  District  Court  deci¬ 
sion  and  judgment  entered  on  September  14,  1977.  The  case  of  McC/ean  v. 
Califano.  458  F.  Supp.  285  (S.D.N.Y.  1977),  invalidated  the  regulations  at  29 
CFR  56.77  and  45  CFR  224.77  which  imposed  fixed  periods  of  AFDC  grant 
ineligibility  (sanction  periods)  on  individuals  who  are  deregistered  from  the 
WIN  program  for  failure  or  refusal  to  participate  without  good  cause.  After 
that,  similar  judgments  were  entered  in  other  jurisdictions,  and  in  Crosby  v. 
Calitano,  Civil  Action  No.  78-3067  (S.D.  III.),  the  court  entered,  on  May  22, 
1979,  an  order  applying  to  all  jurisdictions  not  previously  covered. 

E.  Legal  Basis:  42  U.S.C.  630  et  seq. 

F.  Chronology:  Notice  of  Proposed  Rulemaking  was  publishing  on  November 
17,  1978  (43  FR  53771).  The  comment  period  closed  on  January  16,  1979. 

SSA-1— Aid  to  Families  With  Dependent  A.  Description:  These  final  regulations  wiH  provide  for  incentive  payments  to 
Children  Program— Adjustment  for  Quality  States  for  reducing  their  AFDC  error  rate  below  4  percent 
Control  in  Federal  Financial  Participation,  B.  Why  Significant  These  regulations  will  further  improve  State  management 
45  CFR  Part  205.  of  the  AFDC  program. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  These  regulations  are  needed  to  provide  methods  for  calculating 
payments  to  States;  and  to  improve  quality  control  systems. 

E.  Legal  Basis:  Social  Security  Amendments  of  1977;  42  U  S.C.  603,  607. 

F.  Chronology:  A  notice  of  Proposed  Rulemaking  was  published  on  November 
20,  1978  (43  FR  54105).  The  comment  period  ended  on  January  19,  1979. 


Sean  Hurley,  (202)  245-8999,  Final  Rule  October- December 
Program  Specialist,  Office  of  1979. 

Family  Assistance,  Room 
4111  Switzer  Bldg.,  330  C 
Street,  S.W..  Washington,  D.C 
20201. 


SSA-2— Aid  to  Families  With  Dependent  A.  Description:  In  these  final  regulations,  we  explain  that  States  must  reduce  Jack  Schanberger,  (301)  594- 


Children  Program— Reduction  in  Federal 
Financial  Participation,  45  CFR  Part  205. 


their  AFDC  payment  error  rates  to  4  percent  by  September  30,  1982.  We 
also  explain  how  we  will  determine  a  State's  error  rate  and  what  happens  if 
a  State  does  not  reduce  its  errors  to  a  prescribed  rate. 

B.  Why  Significant:  These  regulations  will  result  in  a  significant  reduction  in  er¬ 
roneous  payments  in  the  AFDC  program. 

C.  Regulatory  Analysis:  None. 

D.  Need:  These  regulations  are  required  by  the  Supplemental  Appropriations 
Act  of  1979. 


6785.  Legal  Assistant,  Office 
of  Regulations,  6401  Security 
Blvd.,  Baltimore,  Maryland 
21235. 


E  Legal  Basis:  Pub  L.  96-38;  49  Stat.  647. 

F.  Chronology:  A  Notice  of  Proposed  Rulemaking  was  published  on  Septem- 
ber  25,  1979.  (44  FR  55318).  The  comment  period  ends  on  November  26. 
1979. 


SSA-3— A.d  to  Families  With  Dependent  A.  Description:  These  final  regulations  will  require  S*ate  AFDC  agencies  to  re- 
Chiidren  Program — Access  to  Wage  quest  and  use  wage  information  from  State  unemployment  compensation 

Record  Information,  45  CFR  Parts  205  and  agencies,  or,  H  not  available,  from  the  Social  Security  Administratioa 

206.  B.  Why  Significant:  States  will  use  the  requested  wage  information  to  deter¬ 

mine  eligibility  for,  or  amount  of,  financial  assistance  or  services  given  under 
the  AFDC  program.  This  is  expected  to  help  reduce  error  rates  in  State 
AFDC  agencies. 

C.  Regulatory  Analysis:  Not  required. 

O.  Need:  These  regulations  will  specify  what  State  AFDC  agencies  must  do  in 
order  to  comply  with  a  statutory  mandate:  Sec.  403  of  Pub.  L  95-216, 
which  amended  section  402(a)  of  the  Social  Security  Act  to  add  a  new  para¬ 
graph  (29). 

E.  Legal  Basis:  Sections  402,  411,  1102, 1106(a)  of  the  Social  Security  Act,  as 
amended,  49  Stat  647.  as  amended.  91  Stat.  1561,  53  Stat.  1398,  as 
amended,  42  U.S.C.  602,  611,  1302,  1306(a),  and  section  403  of  Pub  L 
95-216,  91  Stat.  1561. 

F.  Chronology:  Interim  regulations  were  published  on  January  30,  1978  (43  FR 
3907).  Invitation  to  comment  was  published  on  June  14,  1978  (43  FR 
25672).  Notice  of  Proposed  Rulemaking  was  published  on  January  11,  1979 
(44  FR  2404).  Comment  period  ended  March  12. 1979. 


Ms.  Helen  Hamilton,  (202)  245- 
1676,  Program  Specialist. 
Office  of  Family  Assistance, 
Room  4111  Switzer  Bldg.,  330 
C  Street.  S.W.,  Washington. 

D  C.  20201. 


Final  Rule  October-December 
1979 


Final  Rule  October-December 
1979. 


SSA-4— Aid  to  Families  With  Dependent  A  Description:  The  proposed  regulations  will  require  States  to  submit  findings 
Children  Program— Quality  Control  Re-  from  their  monthly  AFDC  review  sample  to  SSA  within  75  days  after  the 

views— General  Administration,  45  CFR  sample  month.  Also,  States  will  be  required  to  submit  findings  on  not  less 

Part  205.  _  than  98  percent  of  the  cases  selected  for  the  monthly  review  sample  unless 

an  alternative  completion  plan  for  that  State  is  approved  by  the  Secretary 
The  anticipated  result  is  that  the  monthly  review  findings  will  be  promptly 
submitted  and  not  delayed  until  the  end  of  the  6-month  sample  period. 

B.  Why  Significant:  This  change  would  assure  more  rapid  availability  of  quality 
control  data.  This  would  enable  SSA  to  complete  our  reports  on  a  more 
timely  and  updated  basis.  Timely  data  on  payment  error  rates  will  assist  ad¬ 
ministrators  in  determining  where  funds  are  being  lost  and  in  taking  action 
to  correct  problems. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  These  proposed  regulations  implement  an  administrative  decision 
that  was  made. 

E-  Legal  Basis:  42  U.S.C  302,  602,  1202,  1352  and  1382. 

F.  Chronology:  A  Notice  of  Decision  to  Regulate  was  published  on  June  15, 
1979  (44  FR  34606). 


Sean  Hurley.  (202)  245-8999, 
Program  Specialist,  Office  of 
Family  Assistance,  Room 
4111  Switzer  Bldg  ,  330  C 
Street,  S.W.,  Washington.  D  C 
20201 


Pioposed  Rule  January-March 
1980 


Assistance  Programs— State  Plan  A.  Description:  These  final  regulations  in  Part  235  will  clarify  policies  and  sim- 
for  Methods  of  Personnel  Administration.  plify  procedures  for  personnel  administration  included  in  State  plans  under 
45  CFR  Parts  205  and  235  title  IV-A  of  the  Social  Security  Act  except  in  Guam,  Puerto  Rico,  and  the 

Virgin  Islands.  In  Part  205,  the  rules  will  be  updated  on  standards  of  person¬ 
nel  administration  for  financial  assistance  and  social  services  programs 
under  titles  I.  IV-A,  X.  XIV,  and  XVI(AABD)  in  Guam,  Puerto  Rico,  and  the 
Virgin  Islands. 

B  Why  Significant:  These  regulations  will  separate  SSA  policies  and  proce¬ 
dures  for  the  AFDC  program  from  those  of  two  other  agencies  (all  formerly 
administered  by  the  Social  and  Rehabilitation  service).  The  rules  will  relieve 
the  Office  of  Personnel  Management  of  an  unnecessary  workload 

C  Regulatory  Analysis:  Not  required. 

D  Need:  SSA  regulations  are  in  obsolete  form  as  published  by  the  defunct 
Social  and  Rehabilitation  Service;  they  encumber  the  Office  of  Personnel 
Management  and  the  State  agencies  with  unnecessary  procedures  and  un¬ 
clear  policies. 

E.  Legal  Basis.  42  U.S.C.  1302  (Social  Security  Act,  as  amended,  and  Pub.  L. 

91-648). 

F.  Chronology:  None. 


Ms  Evelyn  Greene.  Program 
Specialist,  (202)  472-3793, 
Office  of  Family  Assistance. 
Room  4111  Switzer  Bldg  .  330 
C  Street,  S.W.,  Washington, 

D  C.  20201. 


Final  Rule  April-Jcne  1980 
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Title  Summary  Contact  Decision  quarter 


SSA-6 — Assistance  Programs— Federal  A.  Description:  These  final  regulations  will  state  the  requirements  tor  Federal 

Matching  Funds  tor  State  and  Local  Train-  financial  participation  in  training  of  employees  of  States  administenng  finan- 
ing,  45  CFR  Parts  205  and  235.  cial  assistance  programs. 

B.  Why  Significant:  The  revision  of  these  regulations  was  initiated  by  the 
Social  and  Rehabilitation  Service  prior  to  its  dissolution,  and  State  agencies 
have  participated  in  developing  them. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  These  regulations  are  needed  to  clarify  and  strengthen  States'  train¬ 
ing  policies. 

E.  Legal  Basis:  Sections  2.  3,  402.  403.  1002,  1003,  1102,  1402,  1403,  1602, 
and  1603  of  the  Social  Security  Act  as  amended,  42  U.S.C.  202,  302,  602, 
603,  1202,  1203,  1302,  1352,  1353  and  1383. 

F.  Chronology  Two  notices  were  published  on  January  11,  1977,  a  Notice  of 
Information  (42  FR  2440)  and  a  Notice  of  Proposed  Rulemaking  (42  FR 
2445). 


Evelyn  Green,  (202)  472-3793,  Final  Rule  January-March  1980. 
Program  Specialist,  Office  of 
Family  Assistance,  Room 
4111  Switzer  Bldg  .  330  C 
Street,  S.W.,  Washington,  D.C. 

20201. 


SSA-7— Aid  to  Families  With  Dependent  Chit-  A.  Description:  These  proposed  regulations  will  require  that  eligibility  be  based 
dren  Program— Redetermining  Eligibility  on  the  current  month’s  reported  support  payments,  and  each  month's  sup- 
and  Computing  Supplementary  Payment,  plemental  payment  be  based  on  the  largest  pari  of  the  amount  collected  in 

45  CFR  Parts  232,  233,  and  302.  the  current  month  that  would  not  cause  ineligibility.  They  will  provide  uniform 

and  equitable  redeterminations  of  eligibility  and  payment  amounts. 

B  Why  Significant:  These  proposed  regulations  would  affect  AFDC  and  Child 
Support  Enforcement  programs  in  14  States  and  in  Puerto  Rico,  Guam, 
Virgin  Islands,  and  the  Distiict  of  Columbia 

C.  Regulatory  Analysis.  Not  required. 

D.  Need:  These  proposed  regulations  will  assure  that  no  family  receiving  child 
support  payments  will  suffer  a  loss  in  disposable  income  as  a  result  of  the 
initiation  of  the  Child  Support  Enforcement  Program. 

•  E.  Legal  Basis:  402(a)(7),  (8),  (10),  and  (28)  and  1102  of  the  Social  Security 

Act  as  amended:  42  U.S.C.  607(a)(7),  (8),  (10)  and  (28)  and  1302  as 
amended,  Section  202  of  Pub.  L.  94-88. 

F.  Chronology.  A  Notice  of  Decision  to  Regulate  was  published  on  May  18. 
1979  (44  FR  29122). 


Alice  Stewart.  (202)  245-1694, 
Program  Specialist,  Office  of 
Family  Assistance,  Room 
4120  Switzer  Bldg.,  330  C 
Street,  S.W.,  Washington,  D  C. 
20201. 


Proposed  Rule  January-March 
1980. 


SSA-8— Aid  to  Families  With  Dependent  A.  Description:  These  proposed  regulations  provide  that  equity  value  be  used 
Children  Program— Equity  Methods  for  instead  of  current  market  value  when  determining  resources. 

Evaluating  Resources,  45  CFR  Part  233.  B  Why  Significant:  These  proposed  regulations  will  affect  AFDC  for  all  juris¬ 
dictions  and  adult  assistance  administered  in  Guam,  Puerto  Rico,  and  the 
Virgin  Islands. 

C.  Regulatory  Analysis:  Not  Required. 

D.  Need:  These  proposed  regulations  are  prompted  by  and  reflect  the  U.S. 
Court  of  Appeals  decision  in  NWRO  v.  Matthews  (553  F.  2d  637). 

E.  Legal  Basis:  42  U.S.C.  602  and  1302. 

F.  Chronology:  The  Notice  of  Decision  to  Regulate  was  published  on  June  19, 
1979  (44  FR  35241). 


Juanita  Henderson,  (202)  245- 
0203,  Program  Specialist, 
Office  of  Family  Assistance, 
Room  4119  Switzer  Bldg.,  330 
C  Street.  S.W.,  Washington, 

D  C.  20201. 


Proposed  Rule  January-March 
1980. 


SSA-9— Aid  to  Familes  With  Dependent  Chil¬ 
dren  Program — Inclusion  of  Child  Receiv¬ 
ing  Old-Age,  Survivors'  and  Disability  Insur¬ 
ance  Benefits  into  an  AFDC  Assistance 
Unit,  45  CFR  Part  233. 


A.  Description:  The  proposed  regulations  will  reaffirm  an  AFDC  caretaker's 
option  to  include  in  the  AFDC  assistance  unit  a  child  who  receives  OASDI 
benefits  under  Title  II  of  the  Social  Security  Act.  even  when  such  benefits 
are  sufficient  to  meet  the  child's  needs  under  the  State's  AFDC  payment 
standard. 

B.  Why  Significant:  The  proposed  regulations  will  codigy  internal  policy  memo¬ 
randa  in  effect  between  the  Federal  Government  and  the  States. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  Policy  clarification  is  required  between  State  Letter  1088  and  subse¬ 
quent  policy  issuance  in  order  to  resolve  two  conflicting  interpretations. 

E.  Legal  Basis:  42  U.S.C.  602  and  1302. 

F.  Chronology:  A  Notice  ol  Decision  to  Regulate  was  published  on  March  6, 
1979  (44  FR  12214). 


Connie  Katz,  (202)  245-098 2, 
Program  Specialist,  Office  of 
Family  Assistance,  Room 
4111  Switzer  Bldg.,  330  C 
Street,  S.W.,  Washington,  D.C. 
20201. 


Proposed  Rule  January-March 
1980. 


SSA-10— Aid  to  Families  With  Dependent  A.  Description :  These  final  regulations  expand  the  definition  of  "resident’'  to 
Childien  Program— Coverage  and  Condi-  include  anyone  who  at  the  time  of  application  is  living  in  the  State,  is  hot 

tion  of  Financial  Assistance  Program;  Resi-  receiving  assistance  from  another  State,  and  entered  the  State  with  a  )ob 

dence,  45  CFR  Part  233.  commitment  or  seeking  employment  (whether  or  not  currently  employed). 

B.  Why  Significant:  These  regulations  will  make  it  possible  for  migrant  and  itin¬ 
erant  workers  with  families  who  are  denied  AFDC  and  Medicaid  benefits  be¬ 
cause  they  move  from  State  to  State  for  employment  purposes,  to  meet  the 
residence  requirement  for  assistance  from  the  State  and  receive  benefits  if 
they  are  otherwise  eligible. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  These  regulations  are  needed  to  conform  to  Medicaid  regulations 
published  on  August  8,  1978. 

E.  Legal  Basis:  Sections  402(b)  and  1102  of  the  Social  Security  Act,  as 
amended;  42  U.S.C.  602  and  1302. 

F.  Chronology:  Interim  regulations  were  published  on  July  17.  1979  (44  FR 
41459).  The  comment  period  ended  September  17,  1979. 


A.  Slade,  (202)  245-0521, 
Program  Specialist,  Office  of 
Family  Assistance,  Room 
4117  Switzer  Bldg..  330  C 
Street,  S.W..  Washington.  D.C. 
20201. 


Final  Rule  January-March  1980. 
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Summary 
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Decision  quarter 

SSA-11— Aid  to  Families  With  Dependent  A.  Description:  A  child  will  be  considered  deprived  of  parental  support  or  care  Ms  Joyce  Fernandez,  (202) 
Children  Program— Continued  Absence  of  by  reason  of  continued  absence  of  a  parent  from  the  home  when:  (1)  A  245-0982,  Program  Specialist, 
the  Parent  from  the  Home.  45  CFR  Part  parent  has  been  convicted  of  an  offense  and  is  under  sentence  of  a  court;  Office  of  Family  Assistance, 

233.  (2)  the  sentence  requires  the  parent  to  perform  unpaid  public  work  or  com-  330  C  Street,  S.W., 

munity  service  during  working  hours:  and  (3)  the  parent  is  permitted  to  live.  Washington,  D  C.  20201. 
at  home  while  serving  the  sentence  for  reasons  in  the  public  interest. 

,  B.  Why  Significant:  The  final  regulations  will  broaden  the  interpretation  of  the 

statutory  provision,  "continued  absence  from  the  home."  It  is  inequitable  to 
grant  AFDC  to  families  with  a  parent  in  prison,  but  to  deny  AFDC  to  families 
with  a  parent  who,  although  permitted  to  live  at  home,  must  serve  a  court- 
imposed  sentence  at  unpaid  work  which  deprives  the  children  of  economic 
support. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  These  regulations  are  needed  to  grant  AFDC  to  families  of  children 
deprived  of  parental  support  or  care  because  a  parent  cannot  seek  or 
accept  a  job  while  serving  a  sentence  at  unpaid  work. 

E.  Legal  Basis:  Secs  406  and  1102  of  the  Social  Security  Act,  as  amended, 

49  Stat.  629  as  amended,  49  Stat  647  as  amended,  42  U.S.C.  606  and 
1302 

F.  Chronology:  A  Notice  of  Decision  to  Regulate  was  published  on  August  10, 

1978  (43  FR  35511).  Notice  of  Proposed  Rulemaking  was  published  on  July 
2.  1979  (44  FR  38606).  Comment  period  ended  August  31,  1979. 


Final  Rule  January-March  1980. 


SSA-12— Aid  to  Families  With  Dependent 
Children  Program— Protective  Vendor  and 
Two  Parly  Payments  for  Dependent  Chil¬ 
dren.  45  CFR  Pari  234. 


A.  Description:  These  final  regulations  will  increase  from  10  to  20  percent  the 
Federal  matching  of  funds  for  protective  and  two-party  payments  in  State 
AFDC  cases.  Two-party  payment  checks  require  endorsement  by  the  indi¬ 
vidual  and  the  provider  of  care. 

B  Why  Significant:  The  final  regulations  will  clarify  provisions  for  making  pro¬ 
tective  and  vendor  payments  and  specifically  authorize  Federal  funding  for 
two-party  checks,  require  statement  of  reasons  for  payments  he  put  in 
child's  file,  and  increase  available  funding. 

C.  Regulatory  Analysis:  Not  required. 

D  Need  The  final  regulations  are  needed  to  implement  sec  3  of  Pub.  L.  95- 
171,  which  increases  from  10  to  20  percent  the  Federal  matching  funds 
available  to  States  for  the  number  of  individuals  for  whom  protective, 
vendor,  and  two-party  payments  can  be  made  in  any  month 

E.  Legal  Basis:  Sections  402,  403,  and  1102  of  the  Social  Security  Act,  as 
amended,  42  U.S.C.  602,  603,  606,  and  1302;  sec.  3  of  Pub  L.  95-171. 

F.  Chronology:  A  Notice  of  Decision  to  Regulate  was  published  on  May  16, 
1978  (43  FR  21015).  A  Notice  of  Proposed  Rulemaking  was  published  on 
March  2.  1979.  The  comment  period  ended  May  1,  1979. 


C.  B.  Wooldridge.  (202)  245- 
8817,  Program  Specialist, 
Office  of  Family  Assistance. 
Room  4111  Switzer  Bldg  .  330 
C  Street,  S.W.,  Washington, 

D  C.  20201. 


Final  Rule  January-March  1980 


SSA-13— Aid  to  Families  with  Dependent 
Children  Program— Administrative  and 

Fiscal  Requirements  for  Federal  Financial 
Participation  in  Financial  Assistance  to  In¬ 
dividual.  45  CFR  Part  236 


A  Descnption  The  proposed  regulations  will  define  ‘financial  assistance  pay¬ 
ments"  and  list  the  types  ol  assistance  payments  tor  which  Federal  match¬ 
ing  funds  are  available  They  will  also  provide  requirements  that  States  must 
meet  in  the  payment  process,  and  provide  requirements  having  to  do  with 
making  payments 

B  Why  Significant  These  proposed  regulations  are  important  because  they 
will  explain  how  to  handle  incorrect  payments  that  are  excluded  from  the 
AFDC  quality  control  system,  how  to  select  the  proper  payee,  how  to  deter¬ 
mine  the  correct  payment  and  how  to  determine  the  method  of  payment 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  Although  these  rules  are  in  Part  IV-500  of  the  Handbook  of  Public 
Assistance,  they  should  be  updated  and  transferred  to  the  regulations. 

E.  Legal  Basis:  Sections  402(a)(5)  and  1 102  of  the  Social  Security  Act 

F.  Chronology:  A  Notice  of  Decision  to  Regulate  was  published  on  October  1, 
1979  (44  FR  56389) 


John  Seneta.  (202)  245-0244, 
Program  Specialist.  Office  of 
Family  Assistance.  Room 
4129  Switzer  Bldg  ,  330  C 
Street,  S.W.,  Washington,  D.C. 
20201. 


Proposed  Rule  April- June  1980 


A.  Description:  These  final  regulations  provide  for  disclosure  of  information 
from  social  security  records  under  the  Social  Secunty  Act,  the  Freedom  of 
Information  Act,  the  Pnvacy  Act,  and  other  related  statutes 

B.  \Ahy  Significant  These  final  regulations  will  reflect  the  policies  SSA  will 
follow  in  deciding  whether  to  disclose  information  from  its  records 

C.  Regulatory  Analysis:  Not  required 

D.  Need:  Strong  public  interest  in  SSA's  rules  on  disclosing  information  from 
its  records  indicates  a  need  to  publish  these  regulations. 

E  Legal  Basis  Privacy  Act  of  1974  (Pub.  L.  93-579);  5  U.S.C.  552  Freedom  of 
In'ormation  Act  (Pub.  L  94-409) 

F.  Chronology:  A  Notice  of  Proposed  Rulemaking  was  published  on  April  10, 

1979,  with  a  comment  period  ending  June  19,  1978  (44  FR  21495).  A  notice 
was  published  on  June  1.  1979,  which  extended  the  comment  period  to 
August  31.  1979  (44  FR  31667). 

SSA-15— Social  Secunty  Administration—  A.  Descnption:  These  proposed  regulations  will  revise  SSA's  rules  on  the  Armand  Esposito.  (301)  594-  Proposed  Rule  Apnl-June  1980 
Availability  of  Information  and  Records  to  Freedom  of  Information  Act  to  make  them  consistent  with  HEW's  regula-  7455,  Legal  Assistant.  Office 

the  Public.  20  CFR  Parts  401  and  422.  tions  in  45  CFR  part  5.  transfer  material  concerning  HCFA's  Medicare  pro-  of  Regulations.  6401  Security 

gram  and  relocate  certain  rules  to  bring  SSA's  rules  on  disclosure  and  the  Blvd .  Baltimore,  Md  21235. 
availability  of  information  together  in  one  pari. 

B.  Why  Significant:  These  are  basically  technical  revisions  to  make  SSA's 
rules  consistent  with  those  in  45  CFR  Part  5. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  There  is  a  need  to  review  SSA's  rules  on  the  availability  of  informa¬ 

tion  for  consistency  with  HEW's,  revise  our  rules  to  reflect  creation  of 
Health  Care  Financing  Administration,  and  to  transfer  certain  Medicare  infor¬ 
mation  which  no  longer  applies  to  SSA  activities  to  42  CFR  part  405.  » 

E.  Legal  Basis:  42  U.S.C.  405  and  1302. 

F.  Chronology:  A  Notice  of  Decision  to  Regulate  was  published  on  May  18, 

1979  (44  FR  29102) 


SSA-1 4— Social  Security  Administration- 
Reorganization  and  Updating  of  Disclosure 
Regulations,  20  CFR  Part  401 


Armand  Esposito.  (301)  594-  Final  Rule  January-March  1980 
7455,  Legal  Assistant,  Office 
of  Regulations,  6401  Security 
Blvd .  Baltimore.  Maryland 
21235. 
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Title  Summary  Contact  Decision  quarter 

SSA-16— Old  Age.  Survivors,  Disability  Insur-  A.  Description:  These  final  regulations  contain  rules  for  determining  quarters  of  David  Smith,  (301)  594-7336,  Final  Rule  January-March  1980. 
ance  Program— Quarters  of  Coverage  and  coverage  and  insured  status  of  a  worker  when  a  person  claims  old  age,  dis-  Legal  Assistant,  Office  of 

Insured  Status.  20  CFR  Part  404.  Subpart  ability,  dependent,  or  survivors  benefits  under  Title  III  of  the  Social  Security  Regulations,  6401  Security 

B  Act  Blvd.,  Baltimore,  Md  21235. 

B  Why  Significant:  These  final  regulations  simplify  the  language  of  existing 
regulations  making  them  easier  to  understand.  Outdated  material  is  eliminat¬ 
ed. 

C.  Regulatory  Analysis  Not  required. 

D  Need:  The  regulations  are  being  rewritten  to  meet  the  Department's  "Oper¬ 
ation  Common  Sense'  standards. 

E  Legal  Basis:  42  U.S.C  412,  413,  414,  and  1302. 

F  Chronology  A  Notice  of  Decision  to  Regulate  was  published  on  March  27, 

1979  (44  FR  18237)  A  Notice  of  Proposed  Rulemaking  was  published  on 
July  11,  1979  (44  FR  40526);  the  comment  period  ended  on  September  10. 

1979. 

SSA- 17— Old-Age  Survivors,  Disability  Insur-  A.  Description:  These  final  regulations  will  explain  the  decoupling  provisions  of  Jack  Schanberger,  (301)  594-  Final  Rule  October-December 
ance  Proqram— New  Methods  for  Comput-  the  Social  Security  Amendments  of  1977  whereby  a  worker's  basic  benefit  6785.  Legal  Assistant,  Office  1979. 

ing  BeneM  Amounts,  20  CFR  Part  404,  amount  is  computed  from  his  earnings  as  a  ratio  of  the  total  earnings  of  all  of  Regulations.  6401  Security 

Subparl  C.  workers.  They  will  also  explain  the  amended  provisions  for  computing  mini-  Blvd.,  Baltimore,  Md.  21235. 

mum  benefit  amounts  and  cost-of-living  increases  and  recomputing  the 
basic  benefit. 

B.  Why  Significant:  The  provisions  of  these  regulations  will  stabilize  the  rela¬ 
tionship  between  initial  benefits  and  the  worker's  earnings  by  means  of 
wage  indexing. 

C.  Regulatory  Analysis  Not  Required. 

D.  Need:  The  final  regulations  are  required  to  publish  definition  of  “  average  of 
the  total  wages."  and  are  needed  for  complex  provisions  to  be  explained  in 
layman's  language. 

E.  Legal  Basis  Social  Security  Amendments  of  1977  (Pub.  L.  95-216);  42 
U.S.C.  405,  415. 

F  Chronology  A  Notice  of  Decision  to  Regulate  was  published  on  March  23, 

1978  (43  FR  12033)  Interim  regulations  were  published  December  29,  1978 
(43  FR  60877).  The  comment  period  ended  February  27,  1979. 

SSA- 18— Old-Age,  Survivors,  Disability  Insur-  A  Description  These  proposed  regulations  will  contain  the  rules  on  computa-  Jack  Schanberger,  (301)  594-  Proposed  Rule  January-March 

ance  Program— Basic  Computation  of  tions  of  primary  insurance  amounts  (PI A)  under  the  old-age,  survivors,  and  6785,  Legal  Assistant,  Office  1980. 

Benefits  and  Lump  Sums.  20  CFR  Part  disability  insurance  programs  (An  individual  s  PIA  is  the  basic  tool  we  use  to  of  Regulations,  6401  Security 
404,  Subparl  C  find  the  amount  of  the  individual's  monthly  benefit  as  well  as  the  monthly  Blvd.,  Baltimore.  Md  21235. 

benefits  of  his  or  her  family.) 

B  Why  Significant:  These  proposed  regulations  will  simplify  the  complex  provi¬ 
sions  for  computing  benefits. 

C.  Regulatory  Analysis  Not  required 

D  Need:  These  regulations  are  being  rewritten  to  meet  the  Department's  "Op¬ 
eration  Common  Sense"  standards 

E.  Legal  Basis  Sec  21 5  of  the  Social  Security  Act;  42  U  S  C.  41 5 

F  Chronology:  A  Notice  of  Decision  to  Regulate  was  published  on  March  6. 

1979  (44  FR  12205). 

SSA-19— Old  Age  Survivors  Disability  Insur-  A  Description  These  final  regulations  will  provide  a  formula  for  determining  Jack  Schanberger  (301)  594-  Final  Rule  October-December 
ance  Program— Reduction  of  Benefits  to  the  maximum  monthly  benefit  that  a  family  can  recieve.  6785.  Legal  Assistant.  Office  1979. 

Maximum.  20  CFR  Part  404,  Subpar!  E  B.  Why  Significant:  These  regulations  will  explain  how  the  maximum  benefits  of  Regulations.  640’  Security 

payable  lo  a  family  will  be  computed  from  prescribed  percentages  of  the  pn-  Blvd  .  Baltimore.  Md  21235. 

mary  insurance  amount. 

C.  Regulatory  Analysis  Not  required 

D  Need:  The  final  regulations  are  needed  to  complement  regulations  on  "New 
Methods  lot  Computing  Benefit  Amounts." 

E.  Legal  Basis  Social  Security  Amendments  of  1977  (Pub  L.  95-216),  42 
U  S  C.  403  405. 

F  Chronology  A  Notice  ot  Decision  to  Regulate  was  published  on  March  23, 

1978  (43  FR  12033)  A  Notice  of  Proposed  Rulemaking  was  published  on 
December  29.  1978  (43  FR  60956)  The  comment  period  ended  February 
27,  1979. 

SSA-20— Old-Age,  Survivors.  Disability  Insur-  A  Description.  These  final  regulations  implement  a  statutory  provision  which  Clara  Powell  (301)  594-7459.  Final  Rule 
ance  Program— The  Retirement  T est.  20  permits  payment  of  monthly  benefits  because  of  low  earnings  in  a  month  Legal  Assistant.  Office  ot 

CFR  Part  404.  Subparl  E  only  at  the  time  of  initial  retirement.  Thereafter,  the  right  to  payments  de-  Regulations.  6401  Security 

pends  on  earnings  in  a  year  Blvd.,  Baltimore.  Md  21235. 

B.  Why  Significant  The  statutory  provision  represents  a  radical  change  in  the 
retirement  test  and  the  law  lacks  the  specificity  tor  implementation. 

C.  Regulatory  Analysis  Not  required 

D.  Need  The  law  does  not  provide  specificity  tor  implementation  of  this  provi¬ 
sion. 

E  Legal  Basis  Sections  203  and  1 102  of  the  Social  Security  Act  as  amended; 

42  U.S.C.  403  and  1302;  Pub  L.  95-216. 

F  Chronology  A  Notice  of  Decision  to  Regulate  was  published  on  August  15, 

1978  (43  FR  36110)  Interim  regulations  were  published  on  November  17, 

1978  (43  FR  53713)  The  comment  period  ended  on  January  16,  1979. 

SSA-21 — Old-Age.  Survivors  Disability  Insur-  A  Description  This  proposal  is  a  recodification  of  the  rules  for  making  deduc-  Marval  Cazer,  (301)  594-7453,  Proposed  Rule  April- June  1980. 
ance  Program— Deductions.  Reduction;  tions  from  benefits,  reducing  benefits,  and  for  nonpayment  of  benefits  in  the  Legal  Assistant.  Office  of 

and  Nonpayment  of  Benefits,  20  CFR  Part  old-age  survivors  and  disability  insurance  programs  Regulations.  6401  Security 

404,  Subpart  E  B  Why  Significant  The  recodified  regulations  will  be  easier  lot  the  public  to  Blvd ,  Baltimore  Md  21235. 

use  and  will  update  amendment  material  not  contained  in  current  regula¬ 
tions. 

C  Regulatory  Analysis:  Not  required 

D.  Need:  We  propose  to  remove  seldom  used  provisions,  obsolete  examples, 
and  long  rambimg  paragraphs  The  rules  are  rewritten  in  simpler  terms 
under  HEW's  Operation  Common  Sense  " 
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E.  Legal  Basis :  42  U.S.C.  405  and  1302;  Sections  203,  205,  and  224  ot  the 
Social  Security  Act. 

F.  Chronology:  A  Notice  of  Decision  to  Regulate  was  published  on  July  11, 

1979  (44  FR  40531). 

SSA-21 -A— Old-Age.  Survivors,  Disability  In-  A.  Description:  The  proposed  regulations  will  permit  an  experiment  to  be  con-  Charles  Campbell,  (301)  594- 
surance  and  Supplemental  Secunty  ducted  in  four  hearing  offices  in  which  an  SSA  representative  will  be  a  party  7453,  Legal  Assistant.  Office 
Income  Programs— Expenments  to  Im-  to  an  Administrative  Law  Judge  hearing.  Under  this  experiment,  the  repre-  of  Regulations.  6401  Security 

P'ove  the  Heanng  Process  By  Having  the  sentative  will  be  responsible  for  preparing  the  case  for  the  hearing,  where  Blvd.,  Baltimore,  Md.  21235 

Social  Secunty  Administration  Represented  the  claimant  is  represented,  and  also  for  defending  the  prior  decision  at  the 
at  the  Hearing,  20  CFR  Part  404  Subpart  J  hearing. 

and  Pan  416  Subpan  N.  B.  Why  Significant:  SSA  representation  at  the  ALJ  hearing  is  one  of  the 

changes  we  are  considering  to  improve  the  process  for  making  disability  de¬ 
cisions.  The  ALJ.  by  relinquishing  many  of  his  or  her  present  duties  to  the 
SSA  representative  (e  g.,  obtaining  additional  evidence),  will  be  able  to  con¬ 
centrate  on  the  decision-making  role  We  also  believe  this  change  may 
reduce  the  time  for  holding  hearings  and  reduce  the  cost  of  the  hearing 
process. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  We  need  the  experiment  to  test  whether  the  SSA  representative 
concept  will  improve  this  part  ot  the  disability  decision-making  process.  The 
administrative  decision  to  implement  this  experiment  was  made  by  the  Com¬ 
missioner  of  Social  Security  on  April  11,  1979. 

E.  Legal  Basis:  42  U.S.C.  405(A)  and  1383. 

F.  Chronology:  None. 

SSA-22— Old-Age.  Survivors,  Disability  Insur-  A.  Description:  These  proposed  regulations  will  provide  time  frames  for  the  Phil  Berge.  (301)  594-7452, 
ance  and  Supplemental  Security  Income  holding  of  hearings,  issuance  of  hearing  decisions  and  Appeals  Council  re-  Legal  Assistant.  Office  of 

Programs— Limitation  for  Holding  Hearings,  views  for  all  Title  II  and  Title  XVI  disability  cases  Good  cause  exceptions  Regulations.  6401  Security 

Issuing  Hearing  Decisions  and  Issuing  Ap-  which  generally  benefit  claimants  are  also  described.  Blvd.,  Baltimore,  Md.  21235. 

peals  Decisions.  20  CFR  Part  404  Subpart  B.  Why  Significant:  This  regulation  provides  regulatory  assurance  to  claimants 
J  and  Part  416  Subpart  N.  that  appeals  will  be  heard  promptly  and  decisions  issued  promptly 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  These  proposed  regulations  are  needed  because,  over  the  last  sev¬ 
eral  years,  Congress,  the  Courts,  representatives  of  individuals  in  social  se¬ 
curity  matters,  and  the  general  public  have  expressed  concern  over  delays 
in  holding  hearings,  issuing  heanng  decisions  and  the  reviews  of  these  deci¬ 
sions.  In  addition,  the  Court  of  Appeals  in  Blankenship  v.  Califano  ordered 
the  Secretary  to  prepare  and  submit  regulations  for  the  Court's  approval  to 
remedy  the  problem  of  unreasonable  delays  in  conducting  hearings  for  the 
OASDI  and  SSI  programs. 

E  Legal  Basis:  42  U.S.C.  405.  1302,  1320(c)(8),  1383,  1395ff,  and  1395(ii). 

F.  Chronology:  None. 

SSA-23— Old-Age.  Survivors.  Disability  Insur-  A.  Description:  These  final  regulations  will  explain  the  administrative  review  Cliff  Terry,  (301)  594-7519,  Final  Rule  April-June  1980. 
ance  and  Supplemental  Security  Income  process  and  procedures  relating  to  claimant  representation.  Legal  Assistant,  Office  of 

Programs— Procedures,  Payment  of  Bene-  B.  Why  Significant:  These  regulations  explain  people's  procedural  rights  in  Regulations,  6401  Security 

fits;  Determmat.ons,  Reconsiderations,  dealings  with  the  Social  Security  Administration.  This  revision  makes  the  Blvd.,  Baltimore,  Md.  21235. 

Heanngs  and  Appeals.  20  CFR  Part  404,  rules  clearer  and  easier  to  understand. 

Subparts  J,  R,  and  S,  and  Part  416,  Sub-  C.  Regulatory  Analysis:  Not  required. 

parts  N  and  O.  D.  Need;  These  regulations  are  being  rewritten  under  "Operation  Common 

E.  Legal  Basis:  42  U.S.C.  405.  406.  1302,  and  1383. 

F.  Chronology  A  Notice  of  Decision  to  Regulate  was  published  on  October 
24,  1978  (43  FR  49545).  A  Notice  of  Proposed  Rule  Making  was  published 
on  April  4.  1979  (44  FR  20176).  The  comment  period  ended  June  4,  1979. 

SSA-24 — Old-Age.  Survivors.  Disability  Insur-  A.  Description:  These  final  regulations  will,  in  simpler  terms  define  the  types  of  David  Smith,  (301)  594-7336,  Final  Rule  January-March  1980. 
ance  Program— Employment,  Wages,  Self-  work  that  are  included  or  excluded  for  social  security  purposes.  Legal  Assistant.  Office  of 

Employment,  SEI,  20  CFR  Part  404,  Sub-  B  Why  Significant:  These  final  regulations  simplify  the  language  of  existing  Regulations.  6401  Security 

part  K.  regulations  making  them  easier  to  understand.  Outdated  material  is  eliminat-  Blvd.,  Baltimore.  Md.  21235. 

ed. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  These  regulations  are  being  rewritten  under  "Operation  Common 
Sense"  to  make  them  simpler  and  easier  to  use 

E.  Legal  Basis  42  U.S.C.  405.  409,  410,  411,  429,  430,  431  and  1302. 

F.  Chronology:  A  Notice  of  Decision  to  Regulate  was  published  on  October 
24,  1978  (43  FR  49545);  A  Notice  of  Proposed  Rule  Making  was  published 
on  July  16,  1979  (44  FR  41222),  the  comment  period  closed  on  September 
14,  1979. 

SSA-25 — Old-Age,  Survivors,  Disability  In-  A.  Description:  These  proposed  regulations  will  expand  the  current  rules  on  Armand  Esposito,  (301)  594-  Proposed  Rule  July-September 

surance  Program — Coverage  of  Employees  including  employees  of  State  and  local  governments  and  interstate  instru-  7455,  Legal  Assistant,  Office  .  1980. 

of  State  and  Local  Governments.  20  CFR  mentalities  in  the  social  security  program.  of  Regulations.  6401  Security 

Pari  404,  Subpart  M.  B.  Why  Significant:  These  proposed  regulations  will  reflect  the  policies  States  Blvd.,  Baltimore.  Md.  21235. 

must  follow  in  applying  for  coverage  of  its  employees  and  those  of  its  local 
subdivisions,  how  to  terminate  its  agreements,  when  it  must  pay  its  social 
security  contributions,  file  wage  reports,  etc. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  The  current  regulations  need  to  be  organized  into  a  logical  sequence 
and  to  be  updated  to  reflect  many  policies  which  all  parties  have  been  fol¬ 
lowing  for  many  years.  We  will  be  reviewing  all  policies  in  this  area  to 
reduce  recordkeeping  burdens  and  to  assess  their  import  in  the  trust  funds. 

E.  Legal  Basis:  42  U.S.C.  418. 


Proposed  Rule  October- 
December  1979. 


Proposed  Rule  Pending  court 
approval. 


Title 
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Xjue  •  Summary  Contact  Decision  quarter 


F.  Chronology  A  Notice  ot  Decision  to  Regulate  was  published  on  September 
28,  1979  (44  FR  55899). 

SSA-26— Old-Age.  Survivors,  Disability  In-  A.  Description:  These  final  regulations  will  recodify  the  rules  regarding  wage  Vera  Schlosser.  (301)  594-7332.  Final  Rule  January-March  1980. 
surance  Program— Wage  Credits  for  Veter-  credits  for  veterans  and  members  of  the  uniformed  services.  Legal  Assistant.  Office  of 

ans  and  Members  of  the  Uniformed  Serv-  B  Why  Significant:  The  policies  affect  the  social  security  benefits  of  most  Regulations.  6401  Security 
ices.  20  CFR  Part  404.  Subpart  N  servicemen.  Blvd.,  Baltimore,  Md  21235. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  These  regulations  are  being  rewritten  to  meet  the  Department’s  "Op¬ 
eration  Common  Sense"  standards. 

E.  Legal  Basis:  Secs  205,  210,  217,  229.  and  1102  of  the  Social  Security  Act, 
as  amended:  42  U  S.C.  405.  410.  417.  429.  and  1302. 

F  Chronology  A  Notice  of  Decision  to  Regulate  was  published  on  March  27, 

1979  (44  FR  18237).  A  Notice  of  Proposed  Rule  Making  was  published  on 
September  28,  1979  (44  FR  55899).  The  comment  period  ends  on  Novem¬ 
ber  27.  1979. 

SSA-27 — Old-Age,  Survivors,  Disability  In-  A.  Description:  These  final  regulations  will  include  the  rules  for  determining  William  Ziegler.  (301)  549-7415,  Final  Rule  April-June  1980. 
surance  and  Supplemental  Secuiity  disability  under  Title  II  and  determining  disability  and  blindness  under  Title  Legal  Assistant.  Office  of 
Income  Programs— Disability.  20  CFR  Part  XVI  of  the  Social  Security  Act.  Regulations,  6401  Security 

404,  Subpart  P  and  Part  416.  Subpart  I.  B  Why  Significant  The  final  regulations  are  significant  because  they  state  the  Blvd .  Baltimore.  Md.  21235. 

disability  rules  in  a  clear  and  useful  manner, 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  These  regulations  are  being  rewritten  to  meet  the  Department  s  "Op¬ 
eration  Common  Sense"  Standards. 

E.  Legal  Basis  42  U.S.C  405,  433.  1302,  1382c  and  1383. 

F  Chronology:  A  Notice  of  Decision  to  Regulate  was  published  on  October 
24.  1978  (43  FR  49545)  and  a  Notice  of  Proposed  Rule  Making  was  pub¬ 
lished  on  July  3,  1979  (44  FR  38879)  The  comment  period  ended  on  Sep¬ 
tember  4,  1979. 

SSA-28— Old-Age.  Survivors.  Disability  Insur-  A.  Description:  Under  the  law,  a  person  who  is  able  to  do  substantial  gainful  David  Smith,  (301)  594-7336.  Interim  Rule  January-March 
ance  and  Supplemental  Security  Income  activity  is  not  disabled  for  payment  purposes.  These  intenm  regulations  will  Legal  Assistant.  Office  of  1 980 

Programs— Determining  SGA:  Earnings  specify  the  monthly  earnings  amounts  that  are  used  as  guidelines  to  deter-  Regulations.  6401  Security 

Guidelines  for  Years  Beginning  1980,  20  mine  whether  a  person  has  done  Substantial  Gainful  Activity.  Blvd.,  Baltimore.  Maryland 

CFR  Part  404  Subpart  P  and  Pari  416  Sub-  B  Why  Significant:  The  increased  guideline  amounts  reflect  the  general  rise  in  21235. 
pari  I.  earnings  level  of  workers  in  the  national  economy. 

C.  Regulatory  Analysis:  Not  required. 

D  Need:  Revised  guidelines  are  needed  for  1980  and  the  regulations  should 
be  in  place  by  calendar  year  1980. 

E.  Legal  Basis:  42  U.S.C.  405,  423,  1302,  1382c  and  1383. 

F.  Chronology:  None. 

SSA-29— Old-Age  Survivors,  Disability  Insur-  A.  Description:  The  proposed  regulations  will  state  the  rules  used  in  determin-  Ken  Dyer  (301)  594-7454,  Proposed  Rule  April-June  1980. 
ance  and  Supplemental  Security  Income  ing  when  a  beneficiary  needs  a  representative  payee,  how  a  representative  Legal  Assistant,  Office  of 

Programs— Representative  Payee,  20  CFR  payee  is  selected,  and  how  we  assure  that  the  representative  payee  uses  Regulations,  6401  Security 

Part  404  Subpart  Q  and  Part  416  Subpart  payments  in  the  best  interest  of  the  beneficiary.  Blvd..  Baltimore,  Maryland 

F.  B.  Why  Significant:  The  proposed  regulations  will  be  simpler  and  easier  for  the  21235. 

public  to  understand.  The  guidelines  for  the  use  of  representative  payees 
are  important  for  members  of  the  public  to  know. 

C.  Regulatory  Analysis:  Not  required. 

D  Need:  These  regulations  are  being  rewritten  to  meet  the  Department's  "Op¬ 
eration  Common  Sense"  standards 

E.  Legal  Basis  42  U.S.C.  405.  1302,  1383. 

F  Chronology:  A  Notice  of  Decision  to  Regulate  was  published  on  June  19, 

1979  (44  FR  35241). 

SSA-30— Supplemental  Security  Income  Pro-  A.  Descnption:  These  proposed  regulations  will  state  requirements  for  individ-  Rita  Hauth.  (301)  594-7112,  Proposed  Rule  January-March 
gram— Eligibility,  20  CFR  Part  416.  Subpart  uals  to  be  eligible  for  SSI  benefits.  Legal  Assistant,  Office  of  1980 

B  B  Why  Significant:  The  proposed  regulations  simplify  the  language  of  existing  Regulations,  6401  Security 

regulations  Also,  they  expand  the  definition  of  a  resident  of  an  institution  to  Blvd ,  Baltimore.  Maryland 
agree  with  that  in  operating  procedures.  21235. 

C.  Regulatory  Analysis:  None. 

D  Need:  These  regulations  are  being  rewritten  to  meet  the  Department's  "Op¬ 
eration  Common  Sense"  standards 

E  Legal  Basis:  42  USC  1302.  1381a,  1382.  1382c,  1383  and  1383b 

F.  Chronology  A  Notice  of  Decision  to  Regulate  was  published  March  27, 

1979  (44  FR  18237). 

SSA-31- Supplemental  Security  Income  Pro-  A.  Description  These  interim  regulations  will  provide  that  eligibility  Rita  Hauth,  (301)  594-71 12.  Interim  Rule  October-December 
gram— Eligibility  Redeterminations,  20  CFR  redeterminations  will  be  scheduled  at  various  intervals  depending  on  the  Legal  Assistant,  Office  of  1979. 

Part  416  Subpart  B  individual  situations;  i.e.,  the  likelihood  of  change  in  circumstances.  Regulations.  6401  Security 

B  Why  Significant:  The  interim  regulations  will  reduce  costs  by  cutting  down  Blvd.,  Baltimore,  Maryland 
on  frequency  of  redeterminations  of  individuals  who  are  in  situations  that  21235 
rarely  change. 

C  Regulatory  Analysis  None 

D  Need:  Rules  are  needed  to  conduct  redeterminations  less  frequently  than 
at  12  month  intervals. 

E.  Legal  Basis  42  U.S.C.  1302,  1381a,  1382  and  1383. 

F  Chronology  None. 
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Contact 

Decision  quarter 

SSA-32— Supplemental  Security  Income  Pro-  A.  Description:  These  proposed  regulations  will  include  rules  on  filing  applica- 
gram— Filing  of  Applications.  20  CFR  Part  tions  for  supplemental  security  income.  They  will  describe  the  requirements 
416,  Subpart  C.  for  filing,  who  may  file,  how  to  file,  and  when. 

B.  Why  Significant:  The  proposed  regulations  will  be  simplier  and  easier  for 
members  of  the  public  to  understand.  Information  as  to  what  and  how  to  file 
an  application  and  its  effects  is  important  for  SSI  claimants  to  have 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  These  regulations  sire  being  rewritten  to  meet  the  Department's  "Op¬ 
eration  Common  Sense"  standards 

E.  Legal  Basis  42  U.S.C.  1382(c)  and  1383(e) 

F.  Chronology:  A  Notice  of  Decision  to  Regulate  was  published  on  March  27. 
1979  (44  FR  18237). 


Ken  Dyer.  (301)  594-7454, 
Legal  Assistant.  Office  of 
Regulations.  6401  Secunty 
Blvd .  Baltimore.  Maryland 
21235 


Proposed  Rule  October- 
December  1979. 


SSA-33— Supplemental  Security  Income  Pro¬ 
gram-Amount  of  Benefits,  20  CFR  Part 
416,  Subpart  D. 


A.  Description:  This  proposed  recodification  under  Operation  Common  Sense 
revises  and  reorganizes  rules  on  how  the  Social  Security  Administration  fig¬ 
ures  amounts  of  monthly  benefits  payable  to  eligible  individuals  and  eligible 
couples  under  the  Supplemental  Security  Income  (SSI)  program. 

B.  Why  Significant:  This  recodification  will  clarify  the  rules  and  make  them 
easier  to  understand.  No  policy  change  is  involved. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need  Social  Secunty  Administration  wants  to  provide  the  public  with  clear¬ 
er  regulations. 

E.  Legal  Basis:  Secs.  1611  and  1612,  secs.  210  and  211.  Pub.  L.  93-66.  as 
amended.  88  Stat  1466-1469.  87  Stat.  154.  42  U.S.C.  1382  and  1382a. 

F.  Chronology:  A  Notice  of  Decision  to  Regulate  was  published  on  July  11. 
1979  (44  FR  40531). 


Virginia  Kohan.  (301)  594-6629, 
Legal  Assistant.  Office  of 
Regulations.  6401  Security 
Blvd..  Baltimore.  Maryland 
21235. 


Proposed  Rule  April-June  1980. 


SSA-34— Supplemental  Security  Income  Pro-  A.  Description  These  proposed  regulations  will  make  clear  that  current  tests 
gram— Payment  of  Benefits.  Overpayment,  are  alternative  tests  for  eligible  individuals,  but  they  are  not  alternative  tests 
Underpayment.  Recovery  of  Overpayment  for  ineligible  individuals. 

20  CFR  Part  416,  Subpart  E.  B.  Why  Significant:  The  proposed  regulations  clarify  how  we  decide  whether 

adjustment  or  recovery  of  an  overpayment  would  defeat  the  purpose  of  the 
Supplemental  Security  Income  program. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  These  regulations  are  needed  to  clarify  the  current  tests  for  recovery 
of  overpayment. 

E.  Legal  Basis:  Sec.  1102  and  1631(b)  of  the  Social  Security  Act  as  amended; 
42  U.S.C.  1302  and  1383. 

F.  Chronology:  A  Notice  of  Decision  to  Regulate  was  published  on  March  27. 
1979  (44  FR  18238). 


SSA-35— Supplemental  Security  Income  Pro-  A.  Description:  This  proposed  recodification  under  Operation  Common  Sense 
gram— Reports  Required  20  CFR  Part  416,  revises  and  reorganizes  rules  on  reports  required  from  each  applicant,  eligi- 

Subpart  G.  t  ble  individual,  eligible  spouse,  and  eligible  child  under  the  Supplemental  Se- 

#  curity  Income  program.  The  rules  cover  provisions  regarding  reports  re¬ 

quired  and  explain  the  penalties  for  failures  to  report  on  time. 

B  Why  Significant  This  recodification  will  clarify  the  rules  and  make  them 
easier  to  understand.  No  policy  change  is  involved. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  Social  Security  Administration  wants  to  provide  the  public  with  clear¬ 
er  regulations. 

E  Legal  Basis:  Secs.  1102.  1611,  1612,  1613,  1614,  and  1631  of  the  Social 
Security  Act,  as  amended;  Sec.  211  of  Pub.  L.  93-66;  49  Stat.  647,  as 
amended:  86  Stat.  1466,  1468,  1470,  1471,  and  1475;  87  Stat.  154;  42 
U  S.C.  1302,  1382,  1382a,  1382b,  1382c,  and  1383. 

F.  Chronology:  Notice  of  Decision  to  Regulate  was  published  on  July  11,  1979 
(44  FR  40531). 


Marval  Cazer.  (301)  594-7463, 
Legal  Assistant,  Office  of 
Regulations.  6401  Security 
Blvd..  Baltimore.  Maryland 
21235. 


Virginia  Kohan,  (301)  594-6629, 
Legal  Assistant.  Office  of 
Regulations.  6401  Security 
Blvd.,  Baltimore.  Maryland 
21235. 


Proposed  Rule  October- 
December  1979. 


Proposed  Rule  January-March 
1980. 


SSA -36— Supplemental  Secunty  Income  Pro-  A.  Description:  These  proposed  regulations  will  define  spouse,  child,  and  par- 
gram — Family  Relationships  20  CFR  Part  ents  for  SSI  purposes. 

416,  Subpart  J.  B.  Why  Significant:  The  regulations  are  significant  because  determinations  on 

family  relationship  questions  must  be  made  in  order  to  know;  (1)  what  limits 
on  income  and  resources  to  use  in  order  to  determine  eligibility;  (2)  what 
income  to  count  in  order  to  determine  the  benefit  amount;  and  (3)  what 
benefit  amount  applies.  This  revision  makes  the  rules  clearer  and  easier  to 
read. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need  These  regulations  are  being  rewritten  to  meet  the  Department's  "Op¬ 
eration  Common  Sense"  standards. 

E.  Legal  Basis:  42  U.S.C.  1302,  1382c,  and  1383. 


Cliff  Terry,  (301)  594-7519, 
Legal  Ass-stant.  Office  of 
Regulations.  6401  Security 
Blvd..  Baltimore.  Maryland 
21235. 


Proposed  Rule  October- 
December  1979. 
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Title  Summary 

F  Chronology:  A  Notice  ol  Decision  to  Regulate  was  published  on  March  27. 

1979  (44  FR  18237). 

SSA-37— Supplemental  Security  Income  Pro-  A.  Description:  These  final  regulations  will  explain  how  we  consider  income 
gram— Program  Income  20  CFR  Part  416,  under  the  supplemental  security  income  program  how  we  define  it  and  how 
Subpart  K.  we  count  the  amount  of  individual  benefits. 

B  Why  Significant  The  regulations  will  simplify  and  reorganize  the  rules  for 
clarity  and  more  logical  sequence  Existing  regulations  have  been  amended 
to  the  extent  that  they  are  difficult  to  understand 

C.  Regulatory  Analysis  None. 

D  Neea  We  need  to  provide  the  public  with  clearer  regulations  and  meet  the 
Department's  "Operation  Common  Sense”  standards. 

E.  Legal  Basis  42  U.S.C.  1302,  1382,  1382a,  1382b,  1382c  and  1383 

F  Chronology:  A  Notice  of  Decision  to  Regulate  was  published  on  October 
24,  1978  (43  FR  49545).  A  Notice  of  Proposed  Rule  Making  was  published 
on  February  1,  1979  (44  FR  41054).  The  comment  period  ended  April  2, 

1979. 

SSA-38— Supplemental  Security  Income  Pro-  A.  Description  These  proposed  regulations  will  describe  what  we  count  as  re¬ 
gram— Resources,  20  CFR  Pari  416,  Sub-  sources  in  determining  eligibility  for  supplemental  security  income, 
pari  L.  B  Why  Significant:  The  purpose  of  these  recodified  regulations  is  to  make  the 

rules  clearer  and  easier  for  the  public  to  understand. 

C.  Regulatory  Analysis  Not  required. 

D  Need:  These  regulations  are  being  rewritten  to  meet  the  Department's  "Op¬ 
eration  Common  Sense"  standards 
E  Legal  Basis:  42  U.S.C.  1302,  1382,  1382b,  1382c,  and  1383. 

F  Chronology:  A  Notice  of  Decision  to  Regulate  was  published  on  March  27, 

1979  (44  FR  12837). 

A.  Description:  These  proposed  regultions  will  contain  the  rules  for  reducing.  Charles  Campbell.  (301)  594-  Proposed  Rule  April-June  1980 
suspending  and  terminating  an  SSI  recipient's  benefits.  They  are  being  re-  7453.  Legal  Assistant.  Office 

written  to  provide  greater  clarity  to  the  reader  and  to  consider  policy  addi-  of  Regulations.  6401  Security 

lions,  revisions,  and  clarification.  Blvd..  Baltimore.  Maryland 

B  Why  Significant:  The  rules  will  be  clearer  and  easier  for  the  public  to  read.  21235 
C.  Regulatory  Analysis  Not  required. 

D  Need  These  regulations  are  being  rewritten  to  meet  the  Department's  "Op¬ 
eration  Common  Sense"  standards 
E.  Legal  Basis:  42  U.S.C  1302,  1382,  1382c,  1382d,  and  1383 
F  Chronology  A  Notice  of  Decision  to  Regulate  was  published  on  June  19. 

1979  (44  FR  35241). 

SSA-40— Supplemental  Security  Income  Pro-  A  Description  The  proposed  regulations  deal  with  the  referral  of  persons  eli-  Ken  Dyer.  (301)  594-7454,  Proposed  Rule  January-March 

gram— Referrals  of  Persons  Eligible  for  gible  for  supplemental  security  income  to  other  agencies  for  treatment  as  Legal  Assistant.  Office  of  1980 

Supplemental  Security  Income  to  Other  services.  Regulations.  6401  Security 

Agencies.  20  CFR  Part  416.  Subparl  Q.  B  Why  Significant  The  recodification  ol  the  regulations  will  make  them  sim-  Blvd.,  Baltimore.  Maryland 

pier  and  easier  to  use.  Referrals  for  treatment  or  services  are  important  lor  21235 
disability  claimants  under  the  Supplemental  Security  Income  program  to 
know  about. 

C.  Regulatory  Analysis:  Not  required 

D  Need  These  regulations  are  being  rewritten  to  meet  the  Department’s  "Op¬ 
eration  Common  Sense"  standards. 

E  Legal  Basis  42  U.S.C.  1382(e)(3)(A)  and  13A2d. 

F  Chronology  A  Notice  of  Decision  to  Regulate  was  published  on  June  19. 

1979  (44  FR  35241). 

SSA-41— Supplemental  Security  Income  Pro-  A  Description  This  proposed  recodification  under  Operation  Common  Sense 
gram— Interim  Assistance  Provisions.  20  revises  and  reorganizes  rules  on  interim  assistance  provisions  under  the 
CFR  Part  4316,  Subparl  S.  Supplemental  Security  Income  program.  The  rules  permit  the  Social  Security 

-  Administration  to  enter  into  an  agreement  with  a  State  to  repay  the  State  for 
interim  assistance  it  gives  an  individual  while  an  application  for  SSI  is  pend¬ 
ing. 

B  Why  Significant  This  recodification  will  clarify  the  rules  and  make  them 
easier  to  understand  The  rules  permit  SSA  to  withhold  an  individual  s  SSI 
benefit  payment  and  send  it  to  the  State  as  repayment  for  interim  assist¬ 
ance.  upon  the  individual's  written  authorization  A  policy  change  will  allow 
the  authorization  to  go  into  effect  upon  notice  to  SSA  of  receipt  by  the 
State. 

C.  Regulatory  Analysis  Not  required. 

D  Need:  Social  Security  Administration  wants  to  provide  the  public  with  clear¬ 
er  regulations  and  to  update  policy  to  take  advantage  of  modern  electronic 
communications  facilities. 

E  Legal  Basis  Secs.  1102  and  1631  of  the  Social  Security  Act  as  amended; 

49  Stat  647  as  amended;  86  Stat.  1475  as  amended,  42  U.S.C.  1302  and 
1383. 

F  Chronology  A  Notice  of  Decision  to  Regulate  was  published  on  July  11. 

1979  (44  FR  40531). 

SSA-42— Supplemental  Security  Income  Pro-  A  Description.  These  final  regulations  will  implement  provisions  of  section  Clara  Powell.  (301)  594  -6629,  Final  Rule  January-March  1980 
gram— Pass  Along  Benefit  Increase  With  1618  of  the  Social  Security  Act  by  interpreting  the  statute  to  include  those  Legal  Assistant,  Office  of 

Limitation  for  Hold-Harmless  States.  20  beneficiaries  who  receive  only  State  supplementation  and  to  provide  guide-  Regulations  6401  Security 

CFR  Pad  416,  Subpart  T  lines  for  related  State  agreements.  Blvd.,  Baltimore,  Maryland 

B  Why  Significant:  The  regulations  will  interpret  the  law  and  provide  a  basis  21235. 
for  implementation.  They  will  define  State  supplementary  payments  arid 
make  it  clear  that  State  Supplementary  only  cases  are  included  in  the  pass- 
along  requirement. 

C  Regulatory  Analysis  Not  required. 

D  Need  The  law  is  not  specific  enough  tc  be  entirely  self-effectuating. 

E.  Legal  Basis  Secs.  1102,  1601,  1618  and  1631(d)  of  the  Social  Security 
Act  as  amended;  42  U.S.C.  1302,  1381,  1382e,  1382g,  1383(d)(1);  sec  401 
of  Pub  L.  92  603  as  amended  by  sec  504  of  Pub.  L.  94-566;  and  sec  2  of 
Pub.  L  94-585. 

F  Chronology  A  notice  of  Proposed  Rule  Making  was  published  on  March  27, 

1979  (44  FR  18238)  The  comment  period  enoed  May  29,  1979 


Virginia  Kohan.  (301)  594-6629,  Proposed  Rule  January-March 
Legal  Assistant.  Offcie  of  1 980 

Regulations  6401  Security 
Bivd..  Baltimore.  Maryland 
21235 


SSA-39—  Supplemental  Security  Income  Pro¬ 
gram-Reductions.  Suspensions,  and  Ter¬ 
minations,  20  CFR  Pari  416,  Subpart  M 


Decision  quarter 
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SSA-43— Supplemental  Security  Income  Pro¬ 
gram — Medicaid  Eligibility  Determinations. 
20  CFR  Part  416,  Subpart  U. 


OCR-1— Equal  Employment  Opportunity  in 
Public  Broadcasting:  Regulations. 


OCR-2— Health,  Welfare  &  Social  Service 
Programs:  Provisions  of  Services  to  Limit¬ 
ed  English  Speaking  persons. 


OCR-3— Access  to  Educational  Programs  for 
National  Origin  Minority  Children  with  a  Pri¬ 
mary  or  Home  Language  other  than  Eng¬ 
lish. 


ASE-1— Strengthening  State  Educational 
Agency  Management  (ESEA,  Title  V,  Part 
B)  (Final) 


ASE-2 — Educational  Improvements.  Re¬ 

sources,  and  Support  (Final) 


A.  Description:  The  proposed  regulations  will  give  the  rules  under  which  Social 
Security  Administration  agrees  to  make  determinations  of  Medicaid  eligibility 
for  SSI  beneficiaries  on  behalf  of  States  and  to  give  States  other  assistance 
in  Medcaid  program  administration. 

B.  Why  Significant:  The  agreements  avoid  duplication  of  effort  between  State 
and  Federal  governments  and  simplify  the  Medicaid  application  process  for 
applicants.  This  revision  makes  the  rules  clearer  and  easier  to  read. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  The  regulations  are  being  rewritten  under  “Operation  Common 
Sense"  to  make  the  rules  clearer  and  easier  to  use. 

E.  Legal  Basis:  42  U.S.C.  1302,  1383,  1383c  and  4222. 

F.  Chronology:  A  Notice  of  Decision  to  Regulate  was  published  on  June  19, 
1979  (44  FR  35241). 


Cliff  Terry,  (301)  594-7519, 
Legal  Assistant,  Office  of 
Regulations,  6401  Security 
Blvd.,  Baltimore,  Maryland 
21235. 


A.  Descnption:  This  regulation  will  require  that  equal  opportunity  in  employ-  Wendy  Pailen,  Policy  Attorney, 

ment  be  afforded  to  all  persons  by  all  public  tele-communications  entities  OCR— HEW/OSPR,  Wash., 

receiving  funds  from  the  Corporation  for  Public  Broadcasting,  that  the  corpo-  D.C.  20201,  202-472-3220. 

ration  satisfy  itself  that  applicants  for  grants  or  contracts  are  affording  equal 

opportunity  in  employment  and  to  monitor  the  equal  employment  opportunity 
practices  of  recipients  in  order  to  eliminate  discrimination  in  employment  by 
recipients  on  the  grounds  of  race,  color,  religion,  national  origin,  or  sex. 

B.  Why  Significant:  Substantial  public  interest  is  anticipated  given  that  all 
public  telecommunications  entities  that  receive  Federal  funds  from  the  Cor¬ 
poration  for  Public  Broadcasting  will  be  subject  to  this  regulation  and  many 
entities  will  be  required  to  implement  affirmative  action  programs. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need.  The  Public  Telecommunications  Financing  Act  of  1978  requires  HEW 
to  promulgate  regulations  to  carry  out  the  requirements  of  the  Act. 

E.  Legal  Basis:  Section  398,  Communications  Act  of  1934,  47  U.S.C.  398,  as 
amended  by  the  Public  Telecommunications  Financing  Act  of  1978. 

F.  Chronology:  Notice  of  Intent  to  Develop  regulations  March  13,  1979,  44  FR 
14582. 


A.  Deschption:  This  Regulation  will  require  agencies  receiving  HEW  funds  to  Ellen  Miyasato,  Attorney  OCR, 
develop  capacity  to  provide  services  to  Limited  English  Speaking  persons  in  Wash.,  D.C.  2201,  202-472- 
order  to  eliminate  discrimination  against  persons  due  to  their  national  origin  3220. 

and  limited  English  Speaking  ability. 

B.  Why  Significant:  Substantial  public  interest  is  anticipated  given  that  all 
health,  welfare  and  social  service  recipients  will  be  subject  to  this  regulation 
and  special  requirements  will  be  imposed  on  recipients  serving  a  substantial 
number  of  limited  English  Sgeaking  beneficiaries. 

C.  Regulatory  Analysis:  Decision  pending  on  completion  of  preliminary  study. 

D.  Need:  OCR  believes  that  the  denial  of  services  to  limited  English  Speaking 
persons  constitutes  a  violation  of  Title  VI  of  the  Civil  Rights  Act  of  1964. 

Therefore,  regulation  is  necessary  to  delineate  recipients  responsibilities  in 
the  delivery  of  services  to  limited  English  Speaking  persons. 

E.  Legal  Basis:  Sec.  601,  Civil  Rights  Act  of  1964;  78  Stat.  252;  42  U.S.C. 

2000d. 

F.  Chronology:  None. 


A.  Deschption:  The  purpose  of  this  regulation  is  to  ensure  that:  (1)  Students 
will  not  be  excluded  from  participation  in,  be  denied  the  benefits  of,  or  be 
subjected  to  discrimination  in  education  programs  because  they  have  a  pri¬ 
mary  or  home  language  other  than  English;  and  (2)  that  limited  ability  to 
speak,  understand,  read  or  write  English  will  not  bar  equal  and  effective  par¬ 
ticipation  in  Fedor  all,  assisted  education  programs. 

8  Why  Significant:  Substantial  public  interest  is  anticipated  because  the  regu¬ 
lation  will  require  transitional  bilingual  education  for  certain  students  in  K-8, 
and  English  as  a  second  language  for  all  children  of  limited  English  profi¬ 
ciency. 

C.  Regulatory  Analysis:  Decision  pending  on  completion  of  preliminary  study. 

D.  Need:  Regulations  are  necessary  to  clarity  Title  VI  of  the  Civil  Rights  Act  by 
clearly  stating  what  initially  constitutes  a  Title  VI  Violation,  and  specifying 
what  districts  must  do  to  correct  violations  in  regard  to  access  to  education¬ 
al  programs  for  national  origin  minority  children  with  a  primary  or  home  lan¬ 
guage  other  than  English. 

E.  Legal  Basis:  Section  601  of  Title  VI  of  the  Civil  Rights  Act  of  1964;  78  Stat. 
252;  42  U.S.C.  2000d 

F.  Chronology:  None 

A.  Descnption:  The  regulations  govern  a  grant  program  to  strengthen  the  lead¬ 
ership  and  management  roles  of  SEAs. 

B  Why  Significant  Continues  program  begun  in  1965  to  help  strengthen  lead¬ 
ership  resources  of  SEAs 

C.  Regulatory  Analysis  Not  reouired 

D  Need:  Amendments  to  law  are  stated  in  general  terms,  implementing  re- 
qu.rements  are  needed 

E.  Legal  Authonty:  Title  V,  Part  B,  Elementary  and  Secondary  Education  Act  of 
1965,  as  amended  by  the  Education  Amendments  of  1978  (Pub.  L.  95-561). 

F.  Chronology  NPRM  published  May  14,  1979  Comment  period  closed  July 
13.  1979 


Dave  Leeman.  Staff  Attorney, 
Office  of  General  Counsel, 
Civil  Rights,  Wash.,  D.C. 
20201,  202-245-7736. 


David  G.  Phillips.  Division  of 
State  Educational  Assistance 
Programs,  U.S.  Office  of 
Education,  400  Maryland 
Avenue,  S.W ,  Washington, 
D.C.  20202,  (202)  245-2495 


A  Descnption  Tne  regulations  establish  requirements  for  State  administration  Louise  V  Sutherland,  School 


of  programs  tor  (1)  acquisition  of  instructional  materials  and  school  library 
resources  (2)  improvement  in  local  educational  practices,  and  (3)  guidance, 
counseling,  and  testing. 

B  Why  significant:  These  programs  touch  every  school  district  in  the  nation 
and  also  provide  benefits  to  private  schools.  • 

C  Regulatory  Analysis  Not  required. 


Media  Resources  Branch. 
Bureau  of  Elementary  and 
Secondary  Education,  U.S 
Office  of  Education,  400 
Maryland  Avenue,  S.W, 
Washington,  D  C  20202, 
(202)  245-2468 


D  Need  Amendments  to  the  law  set  general  policy  major  provisions  need 
regulations 

E.  Legal  Authonty  Titie  IV  of  the  Elementary  and  Secondary  Education  Act  of 
1965,  as  amended  by  the  Education  Amendments  of  1978  (Pub  L  95-561) 
F  Chronology  NPFtMM  published  May  14,  1979  Comment  period  closed  July 
13,  1979 


Proposed  Rule  January-March 
1980. 


NPRM:  1st  Quarter  FY  80.  Final 
Rulemaking:  3rd  Quarter  FY 
80. 


NPRM  Last  Quarter  1980. 


NPRM:  1st  Quarter  FY  80. 


Final  regulations  December  14, 
1979. 


Final  regulations  December  31, 
1979 
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Title 
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ASE-3— Title  1.  ESEA— Migrant 

Education  A.  Description:  The  regulations  establish  State  and  local  advisory  councils, 

John  D  Ridgway,  Education 

Final  regulations  December  21, 

Program,  (Final). 

adjust  summer  count  of  children,  coordinate  migrant  education  activities,  re¬ 
order  priority  of  services  for  currently  pre-migratory  children,  establish  a 
review  procedure  for  State  application  standards,  and  establish  circum¬ 
stances  under  which  the  Commissioner  will  by-pass  or  reallocate  a  State's 
funds. 

B.  Why  Significant:  Considerable  public  interest  because  of  new  requirements 
for  applicants 

C.  Regulatory  Analysis  Not  required. 

D.  Need:  Statue  specifically  requires  regulations 

E.  Legal  Authority:  Subpart  1 ,  Pari  B  of  title  1  of  the  Elementary  and  Second¬ 
ary  Education  Act  of  1975,  as  amended  by  the  Education  Amendments  of 
1978  (Pub.  L.  95-561). 

F.  Chronology:  NPRM  published  May  14,  1979.  Comment  period  closed  July 
13,  1979. 

Program  Specialist,  U.S. 

Office  of  Education  (Room 
2031,  FOB-6),  400  Maryland 
Ave.,  S.W.,  Washington,  D.C. 
20202,  (202)  245-2222. 

1979. 

ASE-4— Biomedical  Sciences 

Program  A.  Description:  The  regulations  implement  a  program  to  assist  certain  young 

Melvin  Engelhart,  U.S.  Office  of 

Final  regulations  December  21, 

(Final). 

people  in  prepaiing  for  and  pursuing  studies  leading  to  one  of  the  biomedi¬ 
cal  professions. 

B.  Why  sigificant:  This  is  the  first  OE  program  to  fund  projects  that  encourage 
talented,  disadvanaged  secondary  students  to  prepare  for  careers  in  the 
biomedical  sciences. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  The  law  is  stated  in  general  terms;  implementing  provisions  are 
needed. 

E.  Legal  Authority:  Pari  L  of  title  III  of  the  Elementary  and  Secondary  Educa¬ 
tion  Act  of  1965,  as  amended  by  the  Education  Amendments  of  1978  (Pub. 
L.  95-561). 

F.  Chronology:  NPRM  published  June  25,  1979.  Comment  period  closed 
August  24,  1979. 

Education  (Room  3012,  ROB- 
3),  400  Maryland  Avenue, 

S.W.,  Washington,  D  C. 

20202,  (202)  245-8407. 

1979. 

ASE-5— Safe  Schools  Program 

(Amend-  A.  Description:  The  regulations  would  establish  criteria  for  selection  of  15 

Robert  L.  Thomas,  Education 

Amendments  to  NPRM 

ments  to  NPRM). 

LEAs  for  funding. 

B.  Why  Significant:  Would  assist  States  in  helping  those  areas  with  the  highest 
concentration  of  crimes  in  schools. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  Regulations  are  needed  to  implement  statutory  requirements  of  the 
Education  Amendements  of  1978. 

E.  Legal  Authority:  Part  1  of  Title  IX  of  the  Elementary  and  Secondary  Educa¬ 
tion  Act  of  1965,  as  amended  by  the  Education  Amendments  of  1978  (Pub. 
L.  95-561). 

F.  Chronology:  NPRM  published  June  7,  1979. 

Program  Specialist,  U.S. 

Office  of  Education  (Room 
3010,  ROB-3),  400  Maryland 
Avenue,  S.W.,  Washington, 
D.C.  20202,  (202)  245-2605. 

November  26,  1979.  To  be 
incorporated  into  final 
regulations  May  25.  1980. 

ASE-6— Safe  Schools  Program  (Final) .  A.  Description:  The  regulations  establish  crime  in  schools. 

B.  Why  Significant:  Interest  in  reducing  crime  in  schocis. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  Regulations  are  needed  to  implement  the  statute. 

E.  Legal  Authority:  Part  D  of  Title  IX  of  the  Elementary  and  Secondary  Educa¬ 
tion  Act  of  1965,  as  amended  by  the  Education  Amendments  of  1978  (Pub. 
L  95-561 >. 

F.  Chronology:  NPRM  published  June  7,  1979.  Comment  period  closed  August 
6,  1979. 

Robert  L.  Thomas,  Education 
Program  Specialist,  U.S. 

Office  of  Education  (Room 
3010,  ROB-3),  400  Maryland 
Avenue,  S.W.,  Washington, 

D.C.  20202,  (202)  245-2605. 

Final  regulations  May  25,  1980 

ASE-7— Health  Education  Program  (Final) .  A.  Description:  The  regulations  govern  the  awarding  of  grants  designed  to  es- 

tablish  an  support,  at  State  and  local  levels,  programs  of  health  education  in 
elementary  and  secondary  schools. 

B  Why  Significant:  Increased  national  awareness  of  need  for  health  education 
in  schools.  This  is  the  first  OE  program  of  this  nature. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  The  law  is  stated  in  general  terms;  implementing  requirements  are 
needed  for  this  new  program. 

E.  Legal  Authority:  Part  1  of  Title  III  of  the  Education  Amendments  of  1978 
(Pub.  L.  95-561). 

F.  Chronology:  NPRM  published  June  13,  1979.  Comment  period  closed 
August  13,  1979. 

Simon  McNeely,  Senior  Program 
Coordination  Officer/  BESE/ 
SLEP,  U.S.  Office  of 

Education,  400  Maryland 
Avenue,  S.W,  Washington, 

D.C.  20202,  (202)  245-8407. 

Final  regulations  December  20, 

1979 

ASE -8— Follow  Through  (NPRM)..., 

Follow  Through  projects  and  sponsors. 

B  Why  Significant:  Policy  change  from  demonstration  to  service  program. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  The  agency  is  considering  a  major  change  in  policy  and  is  requesting 
public  comment  on  the  proposal. 

E.  Legal  Authority:  Title  V  of  the  Economic  Opportunity  Act  of  1964,  as 
amended  in  1978  by  (Pub.  L  95-568). 

F.  Chronology:  Decision  to  Develop  Regulations  published  Jan.  11,  1979. 

Susan  Green,  Program 
Coordinator,  Division  of  Follow 
Through,  U.S.  Office  of 
Education,  400  Maryland 
Avenue,  S.W.,  Rm.  3624, 
ROB-3,  Washington,  D.C. 
20202,  (202)  246-2501. 

NPRM  January  21,  1980. 

ASE-9— Population  Education 
(Final). 

Program  A.  Description:  The  regulations  state  provisions  for  agencies  participating  in  a 
program  that  assists  the  development  of  population  education  in  elementary 
and  secondary  schools. 

B.  Why  Significant:  Reflects  national  awareness  of  the  potential  impact  of  de¬ 
mographic  conditions  and  changes  on  the  national  economy,  and  on  social, 
political  and  cultural  development. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  The  law  is  stated  in  general  terms;  implementing  requiiements  are 
needed  for  this  new  program. 

E.  Legal  Authority:  Part  M  of  Title  III  of  the  Elementary  and  Secondary  Educa¬ 
tion  Act  of  1965,  as  amended  by  the  Education  Amendments  of  1978  (Pub. 
L.  95-561). 

F.  Chronology:  NPRM  pub'ished  May  10,  1979.  Comment  period  closed  July  9. 
1979. 

Dr.  Ernest  A.  Crider,  Parent/ 

Early  Childhood  and  Special 
Programs  Staff,  BSI ,  U.S. 
Office  of  Education,  Room 
2083,  FOB-6,  400  Maryland 
Avenue,  S  W.,  Washington, 

D  C.  20202,  (202)  245-8118. 

Final  regulations  Dec.  17,  1973. 

ASE-10— Preschool  Partnership 

Program  A.  Description:  The  regulations  state  provisions— for  participation  in  a  program 

Dr.  Ernest  A.  Crider,  Parent/ 

Final  regulations  December  19, 

(Final). 

to  assist  the  development  of  pilot  projects  for  families  fo  pre-school  chil¬ 
dren. 

B.  Why  Significant:  Reflects  national  awareness  of  importance  of  role  of  pa¬ 
rental  involvement  prior  to  children's  formal  schooling. 

Early  Childhood  and  Special 
Programs  Staff,  BSI,  U.S. 

Office  of  Education,  Room 
2883,  400  Maryland  Avenue, 

1979 
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C.  Regultory  Analysis  Nut  required 

D  Reed  The  law  is  stated  in  general  terms;  implementing  requirements  are 
needed  tor  this  new  program 

E.  Legal  Authority  Part  D,  Sec  325,  ot  Title  III  of  the  Elementary  and  Second¬ 
ary  Education  Act  1965.  as  amended  by  the  education  Amendments  of 

1978  (Pub  L.  95-561). 

F  Chronology:  NPRM  published  June  7.  1979  Comment  period  closed  August 
6.  1979. 

A.  Description:  The  regulations  govern  the  awarding  of  special  grants  to  LEAs 
in  counties  with  especially  high  concentrations  of  children  from  low-income 
families. 

B  Why  Significant  Provide  methods  for  the  allocation  of  remaining  title  I  grant 
funds  after  all  eligible  counties  in  a  State  have  received  funds  according  to 
a  statutory  formula 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  Regulations  are  needed  to  implement  statutory  provision  lot  this  new 
type  of  grant 

E.  Legal  Authority:  Sec.  117  of  the  Elementary  and  Secondary  Education  Act 
of  1965.  as  amended  by  the  Education  Amendments  of  1978  (Pub.  L.  95- 
561). 

F.  Chronology:  NPRM  published  June  14,  1979.  Comment  period  closed 
August  13,  1979. 

A.  Deschption:  The  regulations  consolidate  fiscal  and  admmstrative  require¬ 
ments  lor  Education  Division  direct  grant  and  State-administered  programs. 
B  Why  Significant:  All  Education  Division  fiscal  and  administrative  require¬ 
ments  are  combined  in  one  document. 

C  Regulatory  Analysis  Not  Completed. 

D.  Need  Regulations  are  needed  to  assist  eligible  parties  in  applying  for 
grants  and  administering  projects. 

E.  Legal  Basis:  Sec  408(a)(1)  of  Pub.  L.  90-247,  as  amended.  88  Stat  559, 
560  (20  U.S.C.  1221e-3(a)(i). 

F  Chronology:  NPRM  published  May  4,  1979  Comment  period  closed  July  3, 

1979 

ASE- 13— Bilingual  Education  Programs  (Final)  A  Description:  The  regulations  establish  standards  and  procedures  for  eligibil¬ 
ity  requirements,  definitions,  program  requirements,  evaluation  procedures, 
and  use  of  funds. 

B  Why  Significant:  Significant  public  interest  because  of  new  policy  of  Agency 
to  serve  children  on  basis  of  need  rather  than  percentage  of  enrollment. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  Regulations  needed  to  implement  statutory  amendments  and 
changes  in  Agency  policy 

E  Legal  Basis:  Title  VII  of  the  Elementary  and  Secondary  Education  Act  of 
1965,  as  amended  by  the  Education  Amendments  ot  1978  (Pub  L.  95-561). 
F  Chronology:  NPRM  published  June  29,  1979.  Comment  period  closed 
August  28,  1979. 

A.  Description:  The  regulations  simplify  previous  regulations  governing  grants 
for  environmental  education  protects. 

B.  Why  Significant:  Technical  amendments  to  regulations  provide  (1)  support 
for  multi-year  projects  and  (2)  specific  and  weighted  selection  criteria. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  Statutory  amendments  provides  general  policy;  implementing  require¬ 
ments  are  needed 

E.  Legal  Authority:  Pub  L.  91-516,  as  amended  by  Pub  l.  93-278  and  Title  III 
of  the  Education  Amendments  of  1978  (Pub.  L.  95-561). 

F  Chronology:  NPRM  published  March  3,  1979  Comment  period  closed  May 
2.  1979 

ASE-1 5— Indochina  Refugee  Children  Assist-  A.  Description:  These  regulations  specify  requirements  for  participation  in  a 
ance  Program  (Final)  program  that  assists  SEAs  in  providing  educational  services  for  Indochinese 

refugee  children. 

B  Why  Significant:  Standards  will  be  established  for  determining  actual  ex¬ 
pense  incurred  by  grantees  in  implementing  the  program 
C  Regulatory  Analysis  Not  required 

D.  Need:  Regulations  are  needed  to  implement  statutory  amendments  and 
provide  guidance  for  SEA  program  administration 
E  Legal  Authority:  Title  II  of  Pub  l  94-405,  as  amended  by  the  Education 
Amendments  of  1978  (Pub.  L  95-561) 

F  Chronology  NPRM  published  June  25,  1979  Comment  period  closed 
August  24.  1979 


ASE-1 4— Environmental  Education  Program 
(Final). 


ASE- 12— Education  Division  General  Provi¬ 
sion  Regulations  (Final). 


ASE-1 1— Title  I,  ESEA;  Awarding  of  Special 
Grants  to  LEAs  (Final). 


S.W.,  Washington,  D.C. 
20202,  (202)  245-8118, 


Carolyn  Horner.  Division  of  Final  regulations  January  11, 
Education  for  the  1980. 

Disadvantaged.  U  S  Office  of 
Education,  (Room  3642, 

ROB-3),  400  Maryland 
Avenue,  S.W.,  Washington, 

D.C.  20202,  (202)  245-2638. 


A.  Neal  Shedd,  Director,  Division  Final  regulations  December  19, 
of  Regulations  Management,  1979. 

U.S.  Office  of  Education 
(Room  2129,  FOB-6),  400 
Maryland  Avenue.  S  W., 

Washington,  D.C.  20202, 

(202)  245-7091. 


Ms  Barbara  J.  Wells,  Office  of  Final  regulations  December  31, 
Education  (Room  421,  1979. 

Reporters  Bldg  ),  400 
Maryland  Ave.,  S.W., 

Washington,  D.C.  20202, 

(202)  447-9273. 


Sylvia  Wright,  Program  Officer,  Final  regulations  December  13, 
Office  of  Environmental  1979. 

Education,  U.S.  Office  of 
Education  (Room  2025,  FOB- 
6),  400  Maryland  Avenue, 

S.W.,  Washington,  D  C. 

20202,  (202)  245-9231 


James  H  Lockhart,  Director,  Final  regulations  December  28, 
Indochinese  Refugee  Task  1979 
Force,  U.S  Office  of 
Education  (Room  2189,  FOB- 
6),  400  Maryland  Avenue, 

SW,  Washington,  DC. 

20202.  (202)  245-3081 


ASE-16— Title  I,  ESEA— Financial  Assist-  A  Description  The  regulations  govern  programs  providing  financial  assistance 
ance  to  LEAs  and  SEAs  to  meet  special  to:  (a)  Local  educational  agencies  for  protects  to  meet  the  special  educa- 
educational  needs  (Final)  tional  needs  of  educationally  deprived  children  in  low-income  areas,  (b) 

State  agencies  for  protects  to  meet  the  special  educational  needs  of  handi¬ 
capped.  neglected  or  delinquent  children  and  (c)  State  educational  agen¬ 
cies  to  meet  the  special  educational  needs  of  migratory  children 

B  Why  Significant  The  program  has  great  national  interest  It  is  the  highest- 
funded  program  of  OE  for  special  educational  needs  of  children 

C  Regulatory  Analysis  Not  completed 

D  Need  To  implement  changes  resulting  from  the  Education  Amendments  of 
1978  (Pub  L  (95-561) 

E  Legal  Authonty  Title  I  of  the  Elementary  and  Secondary  Education  Act  of 
1978,  amended  by  (Pub  L  95-561) 

F  Chronology  NPRM  published  June  29,  1979  Comment  period  closed 
August  29.  1979 


Dr  John  Staehle,  U.S  Office  of 
Education  (Room  3642,  ROB- 
31.  400  Maryland  Avenue. 

S  W  .  Washington,  D  C 
20202,  (202)  245-2720 


Final  regulations  March  31,  1980. 


ASE-1 7 — Correction  Education  Demonstra-  A.  Description  The  regulations  establish  provisions  including  selection  criteria.  James  Spillane,  U  S  Office  of 
tion  Program  (Final)  for  applicants  under  the  Act  Education  (Room  2045,  FOB- 

B  Why  Significant:  This  program  has  national  interest  It  is  OE's  only  demon-  6).  400  Maryland  Avenue, 
stration  program  for  correction  education  S  W  .  Washington,  D.C. 

C.  Regulatory  Analysis:  Not  required  20202,  (202)  245-7292. 

D  Need:  Regulations  are  required  to  implement  this  new  program 


Final  regulations  December  26, 
1979 
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Summary 


E.  Legal  Authority:  Correction  Education  Demonstration  Project  Act  of  1978, 
Title  III,  Secs.  371-374  of  Part  J  of  the  Education  Amendments  of  1978 
(Pub.  L.  95-561). 

F.  Chronology:  NPRM  published  June  7,  1979.  Comment  period  over  August 
6,  1979. 

ASE-18— Administration  of  Education  Pro-  A.  Description:  The  regulations  govern  the  program  for  consolidated  adminis- 


grams  and  Duties  of  the  State  Educational 
Agency  (ESEA,  Title  V,  Part  A)  (Final). 


David  G.  Phillips,  Division  of 
State  Educational  Assistance 
Programs,  U.S.  Office  of 
Education.  400  Maryland 
Avenue  SW.,  Washington, 

D  C.  20202,  (202)  245-2495. 


tration  of  Titles  I  and  IV  of  the  Elementary  and  Secondary  Education  Act  of 
1965,  as  amended. 

B.  Why  Significant:  Consolidates  administrative  funds  of  two  programs  It 
offers  the  potential  of  consolidating  funds  of  many  programs. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  The  law  is  stated  in  general  terms;  implementing  requirements  are 
needed. 

E.  Legal  Authority:  Title  V,  Part  A,  Elementary  and  Secondary  Education  Act  of 
1965,  as  amended  by  the  Education  Amendments  of  1978  (Pub.  1.  95-561). 

F.  Chronology:  NPRM  published  May  14,  1979.  Comment  period  closed  July 
13.  1979. 

ASE-19— Adult  Education  Program  (final) .  A.  Description:  The  regulations  expand  the  current  delivery  system  of  adult  Paul  V.  Delker,  Adult  Education 


Program,  U.S.  Office  of 
Education,  7th  and  D  Streets, 
S.W.,  Washington,  DC 
20202.  (202)  245-2278. 


education  and  broaden  the  outreach  of  the  program. 

B.  Why  Significant:  Two  million  adults  affected  by  the  State-administered  pro¬ 
gram.  In  addition,  discretionary  programs  provide  $2.5  million  each  for  the 
adult  Indochinese  and  immigrant  programs. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  Regulations  are  needed  to  provide  uniform  interpretation  and  imple¬ 
mentation  of  the  law. 

E.  Legal  Authority:  Adult  Education  Act  (Pub.  L.  91-230),  as  amended  by  Edu¬ 
cation  Amendments  of  1978  (Pub.  L.  95-561). 

F.  Chronology:  NPRM  published  6/28/79.  Comment  period  closed  on  8/28/ 

79. 

ASE -20— Metric  Education  Program  (Final)....  A.  Description:  The  regulations  establish  selection  criteria  for  projects  to  pre-  Floyd  Davis.  Metric  Education 


pare  students,  parents,  and  other  adults  to  use  the  metric  systems. 

B.  Why  Significant:  Technical  changes. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  Regulations  are  needed  to  clarify  program  purpose,  objectives,  and 
selection  criteria. 

E.  Legal  Authority:  Sec.  403  of  Pub.  L.  93-380,  as  amended  by  the  Education 
Amendments  of  1978  (Pub.  L.  95-561). 

F.  Chronology:  NPRM  published  5/16/79.  Comment  period  closed  7/9/79. 


Program,  U.S.  Office  of 
Education,  831  Riviera 
Building,  1832  M  Street,  N.W., 
Washington,  D.C.  20202, 

(202)  653-5920. 


ASE-21— Consumers'  Education  Program  A.  Description:  The  regulations  govern  the  awarding  of  grants  to  education  in-  Dustin  W.  Wilson,  Jr.,  Office  of 


Consumers’  Education,  U.S. 
Office  of  Education,  400 
Maryland  Avenue,  S.W., 
Washington,  D  C.  20202, 
(202)  653-5983. 


(Final)  stitutions  and  community  agencies  to  provide  consumers'  education  to  per¬ 

sons  of  all  ages. 

B.  Why  Significant:  Technical  changes. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  Regulations  are  needed  to  clarify  standards  and  establish  uniform 
selection  criteria. 

E.  Legal  Authority:  Sec.  811  of  Pub.  L.  93-380,  as  amended  by  the  Education 
Amendments  of  1978  (Pub.  L.  95-561). 

F.  Chronology:  NPRM  published  5/16/79.  Comment  period  closed  7/2/79. 

ASE-22— Community  Education  Program  A.  Description:  The  regulations  expand  the  scope  and  responsibilities  of  the  Ron  Costaldi.  Community 


(Final) 


present  Community  Education  Program. 

B.  Why  Significant:  Substantial  public  interest. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  Regulations  are  needed  to  clarify  the  law. 

E.  Legal  Authority:  Sec.  405  of  Pub.  L.  93-380,  as  amended  by  the  Education 
Amendments  of  1978  (Pub.  L.  95-561). 

F.  Chronology:  NPRM  published  6/29/79.  Comment  period  closed  8/28/79. 


Education  Program,  U.S. 

Office  of  Education,  7th  and  D 
Streets,  S.W.,  Washington, 

D  C.  20202,  (202)  245-0691. 


ASE-23— Youth  Employment  Program  (Final)  A.  Description:  Regulations  establish  provisions  for  Federal  assistance  to  help  Ron  Tarlian,  BOAE,  U.S.  Office 


of  Education,  7th  and  D 
Streets,  S.W.,  Washington, 

D  C.  20202,  (202)  245-9730. 


prepare  children  to  take  their  place  as  working  members  of  society. 

B.  Why  Significant:  Substantial  public  interest. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  Regulations  are  needed  to  interpret  and  clarify  the  law. 

E.  Legal  Authority:  Sec.  627  of  the  Education  Amendments  of  1978  (Pub.  L. 

95-561). 

F.  Chronology:  NPRM  published  6/25/79.  Comment  period  closed  8/24/79. 

ASE-24— Vocational  Education  (NPRM) .  A.  Description:  Regulations  would  allow  for  more  flexibility  in  the  use  of  funds  LeRoy  Cornelson,  BOAE,  U.S. 


set  aside  for  the  disadvantaged  and  the  handicapped 

8  Why  Significant:  All  State  departments  of  education  are  affected  in  terms  of 
financial  status  and  matching  requirements. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  Amendments  to  existing  regulations  are  needed  to  provide  interpre¬ 
tation  and  implementation  of  the  law 

E.  Legal  Authority:  Sec.  110,  Pub.  L.  94-482,  as  amended  by  Pub.  L.  96-46. 

F.  Chronology:  Final  regulations  published  October  3,  1977. 

ASE-25— Emergency  School  Aid  (Final) .  A.  Description :  The  regulations  clarify  status  and  establish  program  standards 

for  issuing  grant  awards. 

B.  Why  Significant :  Substantial  public  interest. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  The  law  is  stated  in  general  terms;  implementing  instructions  are 
needed. 

E.  Legal  Authority:  The  Education  Amendments  of  1978  (Pub.  L.  95-561). 

F.  Chronology:  NPRM  published  6/29/79.  Comment  period  closed  8/28/79. 

ASE-26— Ethnic  Heritage  Studies  Program  A.  Description:  The  regulations  improve  the  existing  critera  for  eligibility  and  tor 
(Final).  selection  of  applicants  for  grants. 

B.  Why  Significant:  Technical  changes. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  Technical  changes  are  needed  in  the  existing  regulations  to  simplify 
and  revise  the  selection  criteria. 


Office  of  Education,  7th  and  D 
Streets,  S.W.,  Washington, 

D  C  20202,  (202)  472-3440 


George  Rhodes,  Equal 
Education  Opportunity 
Program,  U.S.  Office  of 
Education,  (Room  2001,  FOB- 
6),  400  Maryland  Avenue, 
S.W.,  Washington,  D  C. 

20202,  (202)  245-7857. 

Lawrence  Koziarz,  Acting 
Director,  Ethnic  Heritage 
Studies  Branch,  BSI,  U.S. 
Office  of  Education  (Room 
3928,  ROB-3),  400  Maryland 
Avenue,  S.W.,  Washington, 
D.C.  20202,  (202)  245-2544. 


Decision  quarter 


Final  regulations  December  14. 
1979 


Final  regulations  January  28, 
1980 


Final  regulations  December  14, 
1979 


Final  regulations  December  21, 
1979. 


Final  regulations  January  1 5. 
1980 


Final  regulations  December  31, 
1979 


NPRM— December  31,  1979. 


Final  regulations  February  4, 
1980 


Final  regulations  December  28, 
1979 
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ASE -33— Cooperative  Education  (Final) 


A.  Description:  The  regulations  permit  multi  year  funding  of  demonstration  and 
exploration  awards  from  a  single  years  appropriation. 

B.  Why  Significant:  Technical  changes. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  Amendments  to  existing  regulations  are  needed  to  permit  OE  to  fund 
large  multi-year  demonstration  grants  out  of  one  years  appropriation.  The 
current  regulations  provide  for  annual  grants  only. 


E.  Legal  Authority:  Title  VIII  of  the  Higher  Education  Act  of  1965,  as  amended 
by  the  Education  Amendments  of  1976  (Pub.  L.  94-482). 

F  Chronology:  Final  regulations  published  May  2,  1978. 


Dr.  John  L.  Chase.  Chief, 
Cooperative  Education 
Branch,  Division  of  Training 
and  Facilities.  Bureau  of 
Higher  and  Continuing 
Education,  U.S.  Office  of 
Education,  (Room  3053, 
ROB-3),  400  Maryland 
Avenue,  S.W ,  Washington, 
D  C.  20202,  (202)  245  -2146 


ASE-34— Basic  Skills  and  Educational  Profi-  A.  Description:  The  regulations  implement  statutory  amendments  expanding 
ciency  Programs  (Final).  the  National  Reading  Improvement  Act  Program.  The  new  basic  educational 

programs  affect  all  States,  LEAs,  and  many  nonpublic  schools. 

B.  Why  Significant:  Substantial  public  interest  because  many  parents  and 
others  are  encouraging  a  back-to-basic-skills  movement. 

C.  Regulatory  Analysis.  Not  required. 

D  Need:  The  law  is  stated  in  general  terms;  implementing  provisions  are 
needed. 

E.  Legal  Authority:  Title  II  and  Part  B  of  Title  IX  of  the  Elementary  and  Sec¬ 
ondary  Education  Act  of  1965,  as  amended  by  the  Education  Amendments 
of  1978  (Pub.  L.  95-561). 

F  Chronoloay:  NPRM  published  April  27,  1979.  Comment  period  closed  June 
26,  1979.' 


Tom  Keyes,  Program  Officer. 
Office  of  Education,  400 
Maryland  Avenue,  S.W., 
Washington,  D  C.  20202, 
(202)  245-2710. 


Final  regulations  December  19, 
1979. 


Final  regulations  December  30. 
1979. 


ASE-35— Gifted  and  Talented 
Education  Program  (Final). 


Children's  A.  Description:  The  regulations  implement  statutory  changes  in  funding  proce¬ 
dures.  This  was  fomerly  a  discretionary  grants  program.  Now  75  percent  of 
the  funds  ara  to  be  chaneled  through  a  State-administered  program. 

B  Why  Significant:  Substantial  public  interest  in  and  increased  demand  for 
services  to  meet  the  needs  of  gifted  and  talented  students. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  Regulations  are  required  in  order  to  incorporate  changes  resulting 
from  the  Education  Amendments  of  1978. 

E.  Legal  Authority:  Part  A  of  Title  IX  of  the  Elementary  and  Secondary  Educa¬ 
tion  Act  of  1965,  as  amended  by  the  Education  Amendments  of  1978  (Pub. 
L.  95-561). 

F.  Chronology:  NPRM  published  June  25,  1979.  Comment  period  closed 
August  24,  1979. 


Dr.  Harold  C.  Lyon,  Director, 
Office  of  Gifted  and  Talented, 
U.S.  Office  of  Education 
(Room  3827,  Donohoe  Bldg  ), 
400  Maryland  Avenue.  S.W  , 
Washington,  D  C.  20202  (202) 
245-2482. 


Final  regulations  December  31, 
1979. 


Final  regulations  December  31, 
1979. 


C  Regulatory  Analysis  Not  required. 

D  Need:  Regulations  are  needed  to  implement  the  law  and  award  grants  and 
contracts  to  support  law-related  education  projects. 

E  Legal  Authority:  Part  G  of  Title  III  of  the  Elementary  and  Secondary  Educa¬ 
tion  Act  of  1965,  as  amended  by  the  Education  Amendments  of  1978  (Pub 
L.  95-561). 

F  Chronology:  NPRM  published  June  29,  1979.  Comment  period  closed 
August  28.  1 979. 


ASE-36— Law-Related 
(Final) 


Program  A.  Description:  The  regulations  implement  a  new  act  designed  to  encourage  Mr  Steven  Winnick,  Office  of 
SEAs  and  LEAS— and  other  public  and  non  profit  private  agencies,  organi-  Education,  400  Maryland 
zations,  and  institutions— to  establish  law-related  education  projects. 

B.  Why  Significant:  There  is  considerable  interest  in  tne  program  among  edu¬ 
cators  and  people  in  the  legal  profession. 


Avenue,  S.W.,  Room  4091; 
Washington,  D  C.  20202, 
(202)  245-8953. 


ASE-37  —Commissioner's  Discretionary  Proj-  A  Description:  The  regulations  would  provide  a  framework  for  awarding  grants 
ect  Program  (NPRM)  with  funds  that  the  Commissioner  may  set  aside  from  specific  Special 

Proj  ects  programs. 

B  Why  Significant:  Substantial  public  interest  is  expected  in  special  purpose 
discretionary  programs 

C  Regulatory  Analysis  Not  required 

D  Need:  The  regulations  are  needed  to  establish  a  framework  for  funding  of 
protects. 

E  Legal  Authority  Section  303(a)  and  (d)(2)  of  Part  A,  Title  III  of  the  Elemen¬ 
tary  and  Secondary  Education  Act,  as  amended  by  the  Education  Amend¬ 
ments  of  1978,  (PUb  L.  95-561). 

F  Chronology  None 


Jan  Solomon,  Division  of 
Planning  and  Budgeting.  U.S. 
Office  of  Education,  (Room 
4057,  FOB-6),  400  Maryland 
Avenue,  S.W ,  Washington, 
D.C.  20202,  (202)  245-3363. 


NPRM  December  19,  1979. 


ASE-38— Instructional  Media  for  the  Handi-  A  Description:  The  regulations  would  govern  the  administration  of  programs 
capped  Program  (NPRM)  that  (1)  provide  a  free  loan  service  of  captioned  films  for  the  deaf  and  (2) 

promote  the  educational  and  cultural  advancement  of  handicapped  persons 
through  research  and  the  use  of  media  and  technology. 

B  Why  Significant:  Public  interest  is  expected  in  changes  eliminating  obsolete 
provisions  from  existing  regulations.  In  addition,  proposed  regulations  imple¬ 
ment  statutory  provision  expanding  number  of  media  centers. 

C  Regulatory  Analysis  Not  required. 

D  Need  Regulations  are  needed  to  implement  an  amendment  to  the  statute 
and  to  clarify  existing  regulations. 

E.  Legal  Authority  Part  F  of  the  Education  of  the  Handicapped  Act  (Pub  L. 
91  -230),  as  amended  by  the  Education  for  All  Handicapped  Children  Act 
(Pub  L.  94-142). 

F  Chronology:  (Original  regulations  published  February  20,  1975 


Barry  E  Katz.  U  S.  Office  of 
Education,  Room  4819, 
Donohoe  Building,  400 
Maryland  Avenue.  S  W  . 
Washington,  D  C.  2C202, 
(202)  472-4640 


NPRM  November  21,  1979. 


ASE  39  Debt  Collection  Procedures  for  the  A.  Description  The  regulations  would  encourage  debtors  to  make  prompt  and  William  Ward,  Division  of 
Education  Division  (NPRM).  full  payment  voluntarily  They  describe  alternative  collection  methods  that  Finance,  U.S.  Office  of 

the  Education  Division  may  use  if  a  debtor  fails  to  pay  voluntarily 

B  Why  Significant:  Describes  the  voluntary  and  involuntary  offset  methods  of 
payment,  and  procedures  for  the  collection  of  interest  by  the  Education  Divi¬ 
sion. 

C  Regulatory  Analysis:  Not  required. 

D.  Need:  Regulations  are  needed  to  provide  debt  collection  procedures  that 
are  more  adequate  and  detailed  than  those  currently  in  effect. 

E  Legal  Authority  Pub.  L.  90-247,  as  amended  by  the  Education  Amendment 
of  1978  (Pub.  L.  95-561),  and  Pub  L.  89  508. 

F  Chronology:  None 


NPRM  December  31.  1979 


Education,  Room  3105,  FOB- 
6,  400  Maryland  Avenue. 

S.W ,  Washington,  D  C. 
20202,  (202)  245-8560. 
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ASE-40— Women’s  Educational  Equity  Act  A.  Description:  The  regulations  establish  criteria  and  priorities  for  financial  as-  Dr.  Leslie  Wolfe,  Women's 
Program  (Final).  sistance  to  projects  designed  to  provide  educational  equity  for  women  in  the  Program  Staff,  U.S.  Office  of 

U.S.  Education.  Room  2147,  FOB- 

B.  Why  Significant:  Substantial  public  interest  in  selection  criteria  and  national  6.  400  Maryland  Avenue, 

priorities.  S.W.,  Washington,  O.C. 

C.  Regulatory  Analysis:  Not  required.  20202,  (202)  245-2181. 

D.  Need  Regulations  are  needed  to  implement  the  statutory  requirement  for 
the  establishment  of  criteria  and  priorities. 

E.  Legal  Authority:  Women’s  Educational  Equity  Act  of  1978  (Part  C  of  Title  IX 
of  Pub.  L  95-561). 

F.  Chronology:  NPRM  published  May  25,  1979.  Comment  period  closed  July 
24,  1979. 

ASE-41— Arts  in  Education  Program  (Final)...  A.  Description:  The  regulations  establish  eligibility  requirements  and  specify  Dr  Harold  Arberg,  U.S.  Office  of 


the  criteria  governing  selection  of  all  grantees  and  some  contractors. 

B  Why  Significant:  Eligibility  has  been  expanded  to  include— m  addition  to 
SEAs  and  LEAs— public  and  private  organizations,  institutions,  and  agen¬ 
cies. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  Regulations  are  required  by  law  in  order  to  broaden  eligibility  for  par¬ 
ticipation  in  the  program. 

E.  Legal  Authority:  Arts  Education  Act  of  1978  (Pari  C  of  Title  III  of  Pub.  L.  95- 
561). 

F.  Chronology:  NPRM  published  June  18,  1979.  Comment  period  closed  July 
24.  1979. 


Education  (Room  3728, 
Donohoe  Bldg.),  400  Maryland 
Avenue,  S.W.,  Washington, 

D  C.  20202,  (202)  472-7793. 


ASE-42— Indian  Education  Program  (NPRM) . 


ASE-43— School  Assistance  in  Federally  Af¬ 
fected  Areas  (SAFA)  (Final). 


ASE-44 — Financial  Assistance  for  Construc¬ 
tion,  Reconstruction,  or  Renovation  of 
Higher  Education  Facilities  (Final). 


ASE-45— National  Dirept  Student  Loan  Pro¬ 
gram  College  Work-Study  Program,  and 
Supplemental  Educational  Opportunity 
Grant  Program— Funding  Process  (NPRM). 


ASE-46— Temtonal  Teacher  Training  Assist¬ 
ance  Program  (NPRM). 


ASE-47 — Consolidated  Grant  Applications 
for  Insular  Areas  (Final  Regulations). 


A.  Description:  The  regulations  implement  amendments  to  the  Act  and  revise  Dr.  John  Tippeconic.  U.S.  Office 
existing  regulations.  of  Education  (Room  2177, 

B  Why  Significant  Substantial  public  interest  FOB-6),  400  Maryland 

C.  Regulatory  Analysis:  Not  required.  Avenue  SW.,  Washington. 

D.  Need:  Regulations  are  needed  to  implement  the  statute.  D.C.  20202,  (202)  245-8020.. 

E.  Legal  Authority:  The  Indian  Education  Act.  as  amended  by  the  Education 
Amendment  of  1978  (Pub.  L.  95-561). 

F.  Chronology:  NPRM  published  June  29,  1979.  Comment  period  closed 
August  28,  1979. 


A.  Description:  The  regulations  implement  statutory  amendments  covering  pre¬ 
liminary  payments,  heanng  employment  conditions  of  certain  school  person¬ 
nel,  nonpublic  education  of  handicapped  children,  education  of  children  who 
live  on  Indian  lands,  elective  school  boards  and  payments  in  States  that 
equalize  expenditures  among  local  educational  agencies. 

B  Why  Significant:  These  programs  provided  Federal  assistance  of  $800  mil¬ 
lion  annually  to  local  educational  agencies.  The  regulations  are  required  to 
provide  and  administer  this  assistance. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  Regulations  are  needed  to  implement  amendments  to  the  law  and  to 
clarify  existing  requirements. 

E.  Legal  Authority  Pub.  L.  81-815  and  81-874,  as  amended  most  recently  by 
the  Education  Amendments  of  1978  (Pub.  L.  95-561). 

F.  Chronology:  NPRM  published  on  6/29/79.  Comment  penod  closed  8/28/ 
79. 

A.  Description:  The  regulations  establish  grant  and  loan  procedi  es  for  con¬ 
struction,  reconstruction  and  renovation  projects. 

B.  Why  Significant:  Technical  changes. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  Regulations  are  needed  to  implement  the  requirements  of  the  Edu¬ 
cation  Amendments  of  1976  (Pub.  L.  94-482). 


E.  Legal  Authority:  Title  VII  of  the  Higher  Education  Act  of  1965,  as  amended 
by  the  Education  Amendments  of  1976  (Pub.  L.  94-482). 

F.  Chronology:  NPRM  published  8/12/77.  Comment  penod  closed  9/26/77. 

A  Description:  The  regulations  would  amend  provisions  governing  the  admin¬ 
istration  of  three  programs  of  assistance  to  students  They  would  implement 
minor  changes  in  the  criteria  for  funding  institutions  that  apply  to  participate 
in  these  Federal  student  aid  programs. 

B.  Why  Significant:  Institutions  have  an  interest  in  the  rules  governing  funding. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need  Regulations  are  required  to  fund  institutions  of  higher  education. 

E.  Legal  Authonty-  Title  IV  of  the  Higher  Education  Act  of  1965  (Pub.  L.  94- 
482),  as  amended  by  the  Education  Amendments  of  1976  (Pub.  L.  94-482). 

F.  Chronology:  Final  regulations  published  8/13/79. 


Mr.  William  L.  Stormer,  Director, 
Division  of  School  Assistance 
in  Federally  Affected  Areas, 
U.S.  Office  of  Education 
(Room  2107,  FOB-6),  400 
Maryland  Avenue  SW„ 
Washington.  D  C.  20202, 
(202)  245-8427. 


Thomas  McAnallen,  Bureau  of 
Higher  and  Continuing 
Education.  Division  of  Training 
and  Facilities,  U.S.  Office  of 
Education  (Room  3716,  ROB- 
31,  400  Maryland  Avenue, 
S.W.,  Washington,  D  C. 

20202,  (202)  245-3253. 


Norman  Brooks,  Acting  Chief, 
Policy  Section,  Campus-Based 
Branch,  BSFA,  U.S.  Office  of 
Education  (Room  4018,  ROB- 
31,  7th  &  D  Streets,  S.W., 
Washington,  D  C.  20202, 

(202)  245-9720. 


A.  Description:  The  regulations  would  govern  a  program  designed  to  upgrade 
the  level  of  educational  instruction  in  the  territories  through  funding  of 
teacher  training  programs. 

B.  Why  Significant:  The  regulations  would  establish  means  for  determining  the 
need  for  teacher  training  and  alloting  funds  among  the  territorial  jurisdic¬ 
tions;  set  priorities  to  be  considered  in  assessing  this  need;  set  standards 
for  determining  which  organizations  can  best  provide  the  training;  provide 
for  targeting  of  funds  to  certain  schools  or  certain  types  of  teachers;  and 
impose  some  restnctions  on  types  and  locations  of  training. 

C  Regulatory  Analyses  Not  required 

D.  Need:  Regulations  must  be  developed  to  implement  the  statute,  particularly 
with  regard  to  allocation  of  funds  and  establishing  the  need  for  teacher 
training  assistance. 

E.  Legal  Authonty:  The  Education  Amendments  of  1978  (Pub.  L.  95-561,  Sec¬ 
tion  1525). 

F.  Chronology:  None. 

A.  Description:  The  regulations  implement  statutory  provisions  enabling  an  In¬ 
sular  Area  to  submit  a  consolidated  application  for  assistance  under  formula 
grant  education  programs. 

B.  Why  Significant:  the  regulations  lessen  the  administrative  burdens  on  an  In- 


Dr.  Thomas  W  Fagan,  Bureau 
of  School  Improvement,  U.S. 
Office  of  Education  (Room 
3700,  Donohoe  Bldg  ),  400 
Maryland  Avenue,  S.W., 
Washington.  D.C.  20202, 
(202)  472-4594. 


Mr  Stephen  Thom,  U.S.  Office 
of  Education  (Room  1274, 
HEW-N),  400  Maryland 
Avenue,  S.W.,  Washington, 


Final  regulations  December  31, 
1979. 


Final  regulations  December  21, 
1979. 


Final  regulations  December  31, 
1979. 


Final  regulations  December  31, 
1979. 


Final  regulations  December  28, 
1979. 


NPRM  November  23,  1979. 


NPRM  January  15,  1980. 


Final  regulations  December  28. 
1979. 
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Title 
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Decision  quarter 

sular  Area  and  provide  it  with  greater  flexibility  in  making  decisions  regarding 
educational  programs. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  Regulations  are  required  in  order  for  the  statute  to  be  implemented. 

E.  Legal  Authority:  Title  V  of  Pub.  L.  95-134. 

F.  Chronology:  NPRM  published  on  May  14,  1979.  Comment  period  closed 
July  13, 1979. 

D.C.  20202,  (202)  472-3730. 

- 

Office  of  Education  Significant  Regulations— Continued 

Title 

Summary 

Contact 

Decision  quarter 

ASE-48— Health  Education  Assistance  Loan 
Program  (HEAL)  (NPRM). 

A.  Description:  The  regulations  would  establish  requirements  for  (1)  non-stu¬ 
dent  borrowers  and  (2)  loan  repayment  through  services  in  either  the  Na¬ 
tional  Health  Service  Corps  or  private  practice  in  a  health  manpower  short¬ 
age  area. 

B.  Why  Significant:  Provides  guidelines  for  lenders  and  borrowers. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  Major  provisions  of  the  law  lack  regulations. 

E.  Legal  Authority:  Subparl  1,  Part  C  of  Title  VII  of  the  Public  Health  Service 
Act,  as  amended  (Pub.  L.  94-482,  Pub.  L.  95-83,  Pub.  L.  95-215). 

F.  Chronology:  Interim  final  regulations  published  August  3,  1978. 

David  Bayer,  Acting  Chief,  GSL 
Branch,  BSFA,  U.S.  Office  of 
Education  (Room  4002,  ROB- 
3),  7th  &  D  Streets,  S.W., 
Washington,  D.C.  20202, 

(202)  245-9717. 

NPRM  March  1,  1980. 

Office  of  the  Secretary 

Title 

Summary 

Contact 

Decision 

OS-1— HEW's  Age  Discrimination  Regula-  A.  Description:  These  regulations  prohibit  age  discrimination  in  programs  and  Bayla  White,  Director,  Age  Final  Rule:  January  1979, 

tions.  activities  receiving  financial  assistance  from  HEW.  Discrimination  Task  Force, 

B.  Why  Significant:  Protects  individuals  from  age  discrimination  in  HEW-assist-  (202)  245-6284,  Room  716E, 

ed  programs  and  activities.  200  Independence  Ave.  SW , 

C.  Regulatory  Analysis:  Not  required.  Washington,  D.C.  20201. 

Dr  Need:  To  implement  requirements  of  the  Age  Discrimination  Act  and  gov¬ 
ernment-wide  age  discrimination  regulations  (45  CFR  Part  90)  which  require 

agency  specific  age  discrimination  regulations. 

E.  Legal  Basis:  Pub.  1.  94-135;  42  U.S.C.  6101  el  seq.  45  CFR  Part  90. 

F.  Chronology:  Government-wide  age  discrimination  regulations  published  by 
HEW  on  June  12,  1979  (45  CFR  33768);  HEW's  agency  specific  NPRM 
published  September  24,  1979  (44  FR  55107).  Comment  period  ended  No¬ 
vember  23,  1979. 

G.  Citation:  45  CFR  Part  91. 

OS-2— Day  Care  Requirements .  A.  Description:  These  regulations  set  requirements  for  day  care  which  is  Sylvester  Ligsukis,  (202)  245-  Final  Rule:  January-March  1980. 

funded  under  title  XX  of  the  Social  Security  Act  and  several  other  HEW  pro-  6735;  Director.  Day  Care  Task 
grams.  Force,  Office  of  the  General 

B.  Why  Significant:  State  agencies,  day  care  providers,  parents  and  child  ad-  Counsel,  HEW,  Room  716E, 

vocates  are  keenly  interested  in  establishment  of  minimum  requirements  for  200  Independence  Avenue 
quality  day  care.  SW.,  Washington,  D.C.  20201. 

C.  Regulatory  Analysis:  A  proposed  Regulatory  Analysis  has  been  developed 
and  is  being  revised  along  with  the  final  regulations 

D.  Need:  To  implement  statutory  requirement  of  title  XX  and  to  comply  with 
Operation  Common  Sense. 

E.  Legal  Basis:  42  U.S.C.  1397  a(a)(9)(B)  and  2932(d). 

F.  Chronology:  Notice  of  Intent  (April  26,  1978;  43  FR  81).  Proposed  Rules 
(June  15.  1979;  44  FR  34753. 

G.  Citation:  45  CFR  Part  71. 

OS-3— Privacy  Act  Regulation .  A.  Description:  These  regulation  implements  the  Privacy  Act  of  1974  in  HEW  Hugh  V.  O’Neill,  (202)  245-  Proposed  Rule:  Jan.-Mar.  1980. 

by  establishing  agency  policies  and  procedures  for  the  maintenance  of  sys-  7588,  HEW  Privacy  Act 
terns  of  individually  indentifiable  personal  records.  Coordinator.  Department  of 

B.  Why  Significant:  The  revised  regulation  will  improve  HEW's  service  to  the  Health,  Education,  and 

public  by  making  it  easier  for  citizens  to  understand  the  procedures  for  exer-  Welfare,  Room  526F,  200 
cising  their  rights  under  the  Privacy  Act.  Independence  Ave.  SW., 

Washington,  D.C.  20201. 

C.  Need:  The  proposed  revision  is  necessary  to  comply  with  the  Department's 
Operation  Common  Sense  and  the  President's  Executive  Order  No.  12044. 

Both  of  these  initiatives  require  the  Department  to  revise  its  regulations  to 
be  easier  for  the  public  to  read  and  understand. 

E.  Legal  Basis:  5  U.S.C.  552a;  5  U.S  C.  301. 

F.  Chronology:  The  Department  published  its  original  regulation  in  the  Feder¬ 
al  Register  on  October  8,  1975. 

G.  Citation:  45  CFR  Part  5b. 

HDS-12— Joint  Recodification  Project—  A.  Description:  These  regulations  will  revise  the  procedural  requirements  that  Johnnie  Brooks,  (202)  245-  NPRM:  11/30/79. 

Social  Service.  States  must  follow  in  taking  applications,  making  eligibility  determinations,  9415,  Room  2225,  300  C 

and  providing  fair  hearings.  These  regulations  are  being  revised  jointly  with  Street  SW.,  Washington,  D.C. 

AFDC  and  Medicaid  regulations  which  have  common  requirements.  20201. 

B.  Why  Significant:  These  regulations  cover  important  issues,  including  re¬ 
quirements  for  bilingual  program  material,  the  complexity  of  the  application 
process,  rules  for  verifying  information  submitted  on  an  application,  agency 
actions  that  give  rise  to  a  hearing  and  time  limits  for  holding  a  hearing  and 
implementing  the  hearing  decision. 

C.  Regulatory  Analysis:  A  threshold  study  is  in  preparation. 

D.  Need:  To  clarify  requirements  for  this  and  the  AFDC  and  Medicaid  pro¬ 
grams  which  were  former  administered  by  the  Social  and  Rehabilitation 
Service. 

E.  Legal  Basis:  Titles  t,  IV-A,  X,  XIV,  XVI  (AABD),  and  XX  of  the  Social  Secu¬ 
rity  Act. 
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F  Chronology:  Notice  of  Decision  to  Develop  Regulations  March  19.  1979  (44 
FR  16449)  Disclosure  Draft  Notice  (Application)  April  9,  1979  (44  FR  21044) 
Disclosure  Draft  Notice  (Fair  Hearing.)  June  13,  1979  (44  FR  33913). 

G.  Citation:  Fair  hearing— Subpart  C  of  45  CFR  Part  1395  and  Parts  1392, 
1393.  1396,  1391. 

OS— Department  Staff  Manual— Information  A.  Description:  This  manual  would  implement  Executive  Order  12065,  National 
Security  Program;  General  Requirements:.  Security  Information,  by  requiring  each  agency  of  the  Department  to  comply 
Handling,  marking,  transmitting,  stonng,  with  the  provisions  of  the  Order  relating  to  the  classification,  downgrading, 

and  safeguarding  of  national  security  infor-  declassification  and  safeguarding  of  national  security  information, 

mation.  B.  Why  Significant:  The  manual  would  outline  genera!  responsibilities  for  De¬ 

partment  officials  and  employees  who  would  be  concerned  with  national  se¬ 
curity  information,  and  it  further  outlines  procedures  whereby  a  member  of 
the  public,  a  government  employee  or  agency  can  request  the  declassifica¬ 
tion  and  release  of  information  originally  classified  by  the  Department. 

C.  Regulatory  Analysis:  “Yes,  being  conducted.” 

D.  Need:  To  implement  the  provisions  of  Executive  Order  12065  by  providing 
general  policies  and  procedures  for  the  protection  of  national  secunty  infor¬ 
mation  that  is  under  the  control  of  the  Department. 

E.  Legal  Basis:  Executive  Order  12065,  published  on  July  3,  1978  (43  FR 
28949). 

F.  Chronology:  Notice  was  published  June  4,  1979,  (44  FR  31981)  Deletion  of 
obsolete  regulation;  notice  on  availability  of  intenm  Department  Security 
Manual.  "Final  Rule"  currently  under  review. 


Kenneth  E.  Lopez,  Director,  Final  Rule— January-March, 
Division  of  Security  and  1980. 

Protection,  Office  of 
Investigations,  Office  of  the 
Inspector,  General, 

Department  of  Health, 

Education,  and  Welfare,  Room 
5455,  North  Building,  330 
Independence  Avenue  SW., 

Washington,  D  C.  20201, 
telephone:  202-245-6066. 


OS-1— Availability  of 
Public. 


Information 


to 


the  A.  Description:  This  proposal  would  revise  our  rules  for  handling  requests  for 
information  under  the  Freedom  of  Information  Act.  It  tells  how  to  make  a 
Freedom  of  Information  request;  who  can  release  information  and  who  can 
decide  not  to  release  it;  how  much  time  it  should  take;  how  much  we 
charge,  and  what  can  be  done  if  we  do  not  release  information. 

B.  Why  Significant:  Substantial  interest  is  anticipated  because  the  proposal 
amplifies  and  clarifies  out  procedures  tor  responding  to  public  requests  for 
information. 

C.  Regulatory  Analysis:  Not  required. 

D.  Need:  Recent  court  decisions  and  our  experience  since  the  last  revision  in 
1974  require  modifying  our  rules  to  implement  the  Freedom  of  Information 
Act. 

E  Legal  Basis:  5  U.S.C.  552.  U.S.C.  301,  42  U.S.C.  1306.  and  31  U.S.C  483a 

F  Chronology:  Notice  of  intent  to  revise  this  regulation  was  published  on  No¬ 
vember  18,  1976  (41  FR  50846).  The  comment  period  closed  on  January 
17,  1977.  The  NPRM  will  have  a  comment  period. 


Russell  M.  Roberts,  Freedom  of 
Information  Officer,  Office  of 
Public  Affairs,  HEW,  Room 
118F,  Humphrey  Building,  200 
Independence  Avenue  SW., 
Washington,  D  C.  20201  472- 
7453. 


October- January  1979. 


OS-2— Publicizing  “Adverse"  Information. 


A  Descnption:  Theis  regulation  has  been  re-written  and  simplified  to  make  it 
easier  for  people  to  understand  how  they  can  obtain  a  retraction  or  correc¬ 
tion  when  HEW  has  issued  an  incorrect  statement  about  them  that  adverse¬ 
ly  affects  them. 

B.  Why  Significant:  This  proposed  regulation  would  clarify  and  simplify  our 
policy  and  implement  a  recommendation  of  the  Administrative  Conference 
of  the  United  States. 

C.  Regulatory  Analysis:  Not  required 

D  Need  The  proposed  rule  would  implement  a  recommendation  of  the  Ad¬ 
ministrative  Conference  of  the  United  States  and  set  out  the  rights  of  per¬ 
sons  asking  HEW  to  correct  erroneous  information  and  the  limits  on  HEW 
employees  in  releasing  "adverse"  information. 

E.  Legal  Basis:  5  U.S.C.  301. 

F.  Chronology:  Following  retvew  within  the  Department,  the  proposed  regula¬ 
tion  will  be  published  in  the  Federal  Register  and  will  have  a  30-day  com¬ 
ment  period. 


Russell  M.  Roberts,  Office  of 
Public  Affairs,  Room  118F, 
Humphrey  Building,  200 
Independence  Avenue  SW , 
Washington,  D  C.  20201, 
(202)  472-7453. 


January-March  1980. 
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